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Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.
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new books are listed in the first FEDERAL
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 925
[Docket No. FV04-925—-1 IFR]

Grapes Grown in a Designated Area of
Southeastern California;
Establishment of Reporting
Requirements

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule establishes end-of-
season reporting requirements
authorized under the California grape
marketing order (order). The order
regulates the handling of grapes grown
in a designated area of Southeastern
California and is administered locally
by the California Desert Grape
Administrative Committee (Committee).
Requiring handlers to file end-of-season
grape shipment reports with the
Committee will enable the Committee to
obtain accurate shipment data for
assessment billing and for the next
season’s marketing decisions without
incurring the expense of auditing every
handler. Handler costs also are expected
to be reduced because the submission of
end-of-season grape shipment reports
will be less costly and less time
consuming than yearly handler audits.
DATES: Effective April 23, 2004;
comments received by June 21, 2004,
will be considered prior to issuance of

a final rule. Pursuant to the Paperwork
Reduction Act, comments on the
information collection burden must be
received by June 21, 2004.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400

Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237; Fax:
(202) 720-8938, or E-mail:
moab.docketclerk@usda.gov or
www.regulations.gov. All comments
should reference the docket number and
the date and page number of this issue
of the Federal Register and will be
made available for public inspection in
the Office of the Docket Clerk during
regular business hours, or can be viewed
at: http://www.ams.usda.gov/fv/
moab.html.

FOR FURTHER INFORMATION CONTACT: Rose
Aguayo, California Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
suite 102B, Fresno, California 93721;
telephone: (559) 487-5901, Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237;
telephone: (202) 720-2491, Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Order No.
925 (7 CFR part 925), regulating the
handling of grapes grown in California,
hereinafter referred to as the “order.”
The order is effective under the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
hereinafter referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is not intended to
have retroactive effect. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under

section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. A handler
is afforded the opportunity for a hearing
on the petition. After the hearing USDA
would rule on the petition. The Act
provides that the district court of the
United States in any district in which
the handler is an inhabitant, or has his
or her principal place of business, has
jurisdiction to review USDA'’s ruling on
the petition, provided an action is filed
not later than 20 days after the date of
the entry of the ruling.

This rule establishes end-of-season
reporting requirements authorized
under the California grape order.
Requiring handlers to file end-of-season
grape shipment reports with the
Committee will enable the Committee to
obtain accurate shipment data for
assessment billing and for the next
season’s marketing decisions without
incurring the expense of auditing every
handler each year. This action also is
expected to reduce handler costs
because submission of end-of-season
grape shipment reports is expected to be
less costly and less time consuming
than yearly handler audits. This action
is in the best interest of producers and
handlers.

Section 925.41 of the grape order
provides authority to assess each person
who first handles grapes a pro rata share
of the expenses which are reasonable
and likely to be incurred by the
Committee during a fiscal period.

Section 925.215 of the order’s rules
and regulations establishes an
assessment rate of $0.015 per 18-pound
lug for grapes grown in a designated
area of southeastern California.

Section 925.60(b) of the grape order
provides authority for establishing
reporting requirements. Under the
marketing order, the Committee may,
with the approval of the Secretary,
establish reporting requirements to
collect necessary information or data.
The Committee needs data on grape
shipments to provide an accurate basis
for handler assessments and for the next
season’s marketing decisions.

Currently, the Committee obtains data
on grape shipments during handler
audits at the end of the season. These
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handler audits are time consuming and
expensive for both the Committee staff
and grape handlers. Detailed
information follows on these burdens in
the Initial Regulatory Flexibility
Analysis section of this document.

Therefore, at its January 15, 2004,
meeting the Committee unanimously
recommended establishing § 925.160
under the order’s rules and regulations
and further clarified this
recommendation at its February 5, 2004,
meeting. Section 925.160 will read as
follows: “Section 925.160 Reports.
When requested by the California Desert
Grape Administrative Committee, each
shipper who ships grapes, shall furnish
an end-of-season grape shipment report
(CDGAC-3) to the Committee no later
than 10 days after the last day of
shipment for the season or such later
time as the Committee deems
appropriate. Such reports shall show the
reporting period (the date of the
handler’s first shipment and the date of
the handler’s last shipment), the name
and other identification of the shipper
and grower, the invoice number,
shipping date, varietal name, shipment
destination (city and state or country),
and the number of lugs shipped
(pounds).”

The end-of-season grape shipment
reporting requirements recommended
by the Committee are similar to those
required by the California Table Grape
Commission (Commission) under a
State of California program under which
grape research and promotion activities
are implemented. Because the
Commission is prohibited from sharing
confidential handler information, the
Committee recommended that an end-
of-season grape shipment report be
developed for Committee use. Grape
shipment data already compiled by
handlers for the Commission may be
attached to the Committee form to meet
the new reporting requirements. Thus,
handlers will not be duplicating their
efforts and both agencies will receive
necessary shipment data for respective
program purposes.

The Committee estimates that this
action will impact 20 handlers of grapes
and further estimates that, on average,
each handler will expend approximately
30 minutes per year to prepare and
submit this report and accompanying
information to the Committee. The
Committee believes that this action will
reduce handler costs, because the
execution and submission of the end-of-
season grape shipment report to the
Committee is expected to be less costly
and time consuming than yearly audits.
The Committee vote was unanimous
with 9 in favor, 0 opposed, and 0

abstained. This change does not impact
the grape import regulation.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 20 handlers
of California grapes who are subject to
regulation under the order and about 50
producers of grapes in the production
area. Small agricultural service firms are
defined by the Small Business
Administration (13 CFR 121.201) as
those having annual receipts of less than
$5,000,000 and small agricultural
producers are defined as those having
annual receipts of less than $750,000.
Eight of the 20 handlers subject to
regulation have annual grape sales of at
least $5,000,000. In addition, 10 of the
50 producers have annual sales of at
least $750,000. Therefore, a majority of
handlers and producers may be
classified as small entities.

This rule establishes end-of-season
reporting requirements authorized
under the California grape order.
Requiring handlers to file end-of-season
grape shipment reports with the
Committee will enable the Committee to
obtain accurate shipment data for
assessment billing and for the next
season’s marketing decisions without
incurring the expense of auditing every
handler each season. This action also is
expected to reduce handler costs,
because the preparation and submission
of end-of-season grape shipment reports
is expected to be less costly and less
time consuming than yearly handler
audits. This action is in the best interest
of producers and handlers.

Section 925.41 of the grape order
provides authority to assess each person
who first handles grapes a pro rata share
of the expenses which are reasonable
and likely to be incurred by the
Committee during a fiscal period.

Section 925.215 of the order’s rules
and regulations establishes an
assessment rate of $0.015 per 18-pound

lug for grapes grown in a designated
area of southeastern California.

Section 925.60(b) of the grape order
provides authority for establishing
reporting requirements. Under the
marketing order, the Committee may,
with the approval of the Secretary,
establish reporting requirements to
collect necessary information or data.
The Committee needs data on grape
shipments to provide an accurate basis
for handler assessments and for the next
season’s marketing decisions.

Currently, the Committee obtains data
on grape shipments during handler
audits at the end of the season. These
handler audits are time consuming and
expensive for both the Committee staff
and grape handlers.

Therefore, at its January 15, 2004,
meeting the Committee unanimously
recommended establishing § 925.160
under the order’s rules and regulations
and further clarified this
recommendation at its February 5, 2004,
meeting. Section 925.160 will read as
follows: “Section 925.160 Reports.
When requested by the California Desert
Grape Administrative Committee, each
shipper who ships grapes, shall furnish
an end-of-season grape shipment report
(CDGAC-3) to the Committee no later
than 10 days after the last day of
shipment for the season or such later
time as the Committee deems
appropriate. Such reports shall show the
reporting period (the date of the
handler’s first shipment and the date of
the handler’s last shipment), the name
and other identification of the shipper
and grower, the invoice number,
shipping date, varietal name, shipment
destination (city and state), and the
number of lugs shipped (pounds).”

The end-of-season reporting
requirements recommended by the
Committee are similar to those now
required by the California Table Grape
Commission (Commission). The
Commission administers a State of
California research and promotion
program for grapes produced in
California. Because the Commission is
prohibited from sharing confidential
handler information, the Committee
recommended that an end-of-season
grape shipment report be developed for
Committee use. Shipment data currently
compiled by handlers for the
Commission will be able to be attached
to the newly developed Committee form
to meet the Committee’s shipment
information needs. Thus, handlers will
not be duplicating their efforts and both
agencies will receive necessary
shipment data for program activities.
The Committee estimates that 20 grape
handlers will be affected by this action
with a total annual industry burden of
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approximately 10 hours (20 handlers x
30 minutes = 10 hours).

The Committee believes that this
action will reduce handler costs because
the preparation and submission of the
end-of-season grape shipment report to
the Committee is expected to be less
costly and time consuming than yearly
audits. Currently, the 20 grape handlers
regulated under the order pay
approximately $5,283 and expend
approximately 126 man-hours annually
for the yearly audits. Approximately s
of the handler audits will continue to be
conducted by the Committee for order
compliance purposes. Therefore, the
Committee estimates that an annual
savings of $3,698 and 88 man-hours for
handlers will be realized through the
use of the end-of-season shipment
reports.

Additionally, this rule is expected to
reduce the number of hours of
Committee staff time and administrative
costs currently incurred by the
Committee in conducting handler
audits. In conducting audits of all
industry handlers, the Committee
annually spends about $3,600 and about
300 man-hours. If only one-third of the
handlers are audited each year, the
Committee expects to save about $2,400
and about 200 hours of Committee time.
Thus, actual Committee costs using the
new shipment form should be about
$1,200 and 100 man-hours.

The Committee discussed alternatives
to this change, including requiring
handlers to submit the end-of-season
grape shipment report 5 days after the
end of the season. The Committee
rejected the 5-day requirement, as they
believe handlers need at least 10 days to
complete end-of-season handler
activities. Additionally, the Committee
considered not establishing an end-of-
season grape shipment report, but
concluded, as previously mentioned,
that adding an end-of-season grape
shipment reporting requirement will
significantly reduce handler costs, as
submission of this report will be less
costly and less time consuming than
yearly handler audits. The Committee
vote was unanimous with 9 in favor, 0
opposed, and 0 abstained. This rule is
in the interest of handlers and
producers. These revisions do not
impact the grape import regulation.

Further, the Committee’s meetings
were widely publicized throughout the
grape industry and all interested
persons were invited to attend the
meetings and participate in the
Committee’s deliberations. Like all
Committee meetings, the January 15,
2004, and February 5, 2004, meetings
were public meetings and all entities,

both large and small, were able to
express their views on these issues.

Finally, interested persons are invited
to submit information on the regulatory
and informational impacts of this action
on small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

As previously mentioned, this rule
will impose some additional reporting
and recordkeeping on both small and
large grape handlers. This action
requires one new Committee form. The
information collection requirements are
discussed later in this document. As
with all Federal marketing order
programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies. In addition, USDA has
not identified any relevant Federal rules
that duplicate, overlap or conflict with
this rule.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35), this notice announces that
AMS has requested and obtained
emergency approval from the Office of
Management and Budget (OMB) for a
new information collection request for
Marketing Order No. 925, regulating the
handling of grapes grown in a
designated area of Southeastern
California. This emergency approval
was assigned OMB No. 0581-0220. The
emergency request was necessary
because insufficient time was available
to follow normal clearance channels.
Upon publication of the final rule, this
collection will be merged with the forms
currently approved for use under OMB
No. 0581-0189 “Generic OMB Fruit
Crops.”

Title: Grapes Grown in a Designated
Area of Southeastern California;
Marketing Order No. 925.

OMB Number: 0581-0220.

Type of Request: New collection.

Abstract: These information
collection requirements are essential to
carry out the intent of the Act, to
provide the respondents the type of
service they request, and to administer
the California Desert Grape marketing
order program, which has been
operating since 1980.

On January 15, 2004, the Committee
unanimously recommended the
establishment of § 925.160 under the

order’s rules and regulations and further
clarified this recommendation at its
February 5, 2004, meeting. Section
925.160 will require handlers to furnish
an end-of-season grape shipment report
(CDGAC-3) to the Committee staff no
later than 10 days after the last day of
shipment for the season, or such later
time, as the Committee deems
appropriate. Any handler who ships
grapes during the season will be
required to report total shipments, and
related information, to the Committee.
The information requirements created
by this action will be reported using one
new Committee form, and by attaching
shipment information required under
the State of California research and
promotion program to that form. The
new reporting requirement will assist
the Committee in obtaining accurate
shipment data for assessment billing
and for the next season’s marketing
decisions.

The information collected will be
used only by authorized representatives
of the USDA, including AMS, Fruit and
Vegetable Programs’ regional and
headquarters’ staff, and authorized
Committee employees. Authorized
Committee employees are the primary
users of the information and AMS is the
secondary user.

The request for approval of the new
information collection under the order
is as follows:

End of Season Shipment Report,
CDGAC Form No. 3

Estimate of Burden: Public reporting
burden for this collection of information
is estimated to average 30 minutes per
response.

Respondents: Persons who ship
California grapes from a designated area
of Southeastern California.

Estimated Number of Respondents:
20.

Estimated Number of Responses per
Respondent: 1.

Estimated Total Annual Burden on
Respondents: 10 hours.

Comments: Comments are invited on:
(1) Whether this collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(2) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
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technological collection techniques or
other forms of information technology.

Comments should reference OMB No.
0581-0220 and the Marketing Order for
Grapes Grown in a Designated Area of
Southeastern California and be sent to
the USDA in care of the Docket Clerk at
the previously mentioned address. All
comments timely received will be
available for public inspection during
regular business hours at the same
address.

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
become a matter of public record. As
mentioned before, because there was
insufficient time for a normal clearance
procedure and prompt implementation
was needed, AMS has obtained
emergency approval from OMB for the
use of this form for the 2004 regulation
period, which began April 2004. Upon
publication of the final rule, this
collection will be merged with the forms
currently approved for use under OMB
No. 0581-0189 “Generic OMB Fruit
Crops.”

In summary, this rule establishes end-
of-season reporting requirements
authorized under the California grape
order. Requiring handlers to file end-of-
season grape shipment reports with the
Committee will enable the Committee to
obtain accurate shipment data for
assessment billing and for the next
season’s marketing decisions without
incurring the expense of auditing every
handler. This action also is expected to
reduce the handler costs, because the
submission of end-of-season grape
shipment reports should be less costly
and less time consuming than yearly
handler audits. Any comments received
will be considered prior to finalization
of this rule.

After consideration of all relevant
material presented, including the
Committee’s recommendation and other
information, it is found that this interim
final rule, as hereinafter set forth, will
tend to effectuate the declared policy of
the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) This action adds end-of-
season grape shipment reporting
requirements to facilitate handler and
committee staff operations and to
reduce costs; (2) the Committee
unanimously recommended the end-of-
season reporting requirement at a public

meeting and interested parties had an
opportunity to provide input; (3)
California grape shipments are expected
to begin approximately April 20, 2004,
and this rule should be in effect as soon
as possible; (4) this rule provides for a
60-day comment period and any
comments received will be considered
prior to finalization of this rule.

List of Subjects in 7 CFR Part 925

Grapes, Marketing agreements and
orders, Reporting and recordkeeping
requirements.

m For the reasons set forth in the
preamble, 7 CFR part 925 is amended as
follows:

PART 925—GRAPES GROWN IN A
DESIGNATED AREA OF
SOUTHEASTERN CALIFORNIA

m 1. The authority citation for 7 CFR
part 925 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2. Section 925.160 is added to
Subpart—Rules and Regulations to read
as follows:

§925.160 Reports.

When requested by the California
Desert Grape Administrative Committee,
each shipper who ships grapes, shall
furnish an end-of-season grape
shipment report (CDGAC-3) to the
Committee no later than 10 days after
the last day of shipment for the season
or such later time the Committee deems
appropriate. Such reports shall show the
reporting period, the name and other
identification of the shipper and grower,
the invoice number, shipping date,
varietal name, shipment destination
(city and state), and the number of lugs
shipped (pounds).

Dated: April 16, 2004.

A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 04—9097 Filed 4-21-04; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 981
[Docket No. FV04-981-1 FIR]

Almonds Grown in California;
Decreased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: The Department of
Agriculture (USDA) is adopting, as a

final rule, without change, an interim
final rule, which decreased the
assessment rate established for the
Almond Board of California (Board) for
the 2003-04 and subsequent crop years
from $0.025 to $0.020 per pound of
almonds received. The Board locally
administers the marketing order which
regulates the handling of almonds
grown in California. Authorization to
assess almond handlers enables the
Board to incur expenses that are
reasonable and necessary to administer
the program. The crop year began
August 1 and ends July 31. The
assessment rate will remain in effect
indefinitely unless modified,
suspended, or terminated.

EFFECTIVE DATE: May 24, 2004.

FOR FURTHER INFORMATION CONTACT: Toni
Sasselli, Marketing Assistant, or Martin
Engeler, Assistant Regional Manager,
California Marketing Field Office,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
Suite 102B, Fresno, California 93721;
telephone: (559) 487—-5901, Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237;
telephone: (202) 720-2491, Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720—
2491, Fax: (202) 720-8938, or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Order No.
981, as amended (7 CFR part 981),
regulating the handling of almonds
grown in California, hereinafter referred
to as the “order.” The order is effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), hereinafter referred to
as the “Act.”

USDA is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, California almond handlers are
subject to assessments. Funds to
administer the order are derived from
such assessments. It is intended that the
assessment rate as issued herein will be
applicable to all assessable almonds
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beginning August 1, 2003, and continue
until amended, suspended, or
terminated. This rule will not preempt
any State or local laws, regulations, or
policies, unless they present an
irreconcilable conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing USDA would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review USDA’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule continues to decrease the
assessment rate established for the
Board for the 2003—04 and subsequent
crop years from $0.025 to $0.020 per
pound of almonds received.

The California almond marketing
order provides authority for the Board,
with the approval of USDA, to formulate
an annual budget of expenses and
collect assessments from handlers to
administer the program. The members
of the Board are producers and handlers
of California almonds. They are familiar
with the Board’s needs and with the
costs for goods and services in their
local area and are thus in a position to
formulate an appropriate budget and
assessment rate. The assessment rate is
formulated and discussed in a public
meeting. Thus, all directly affected
persons have an opportunity to
participate and provide input.

For the 1998-99 and subsequent crop
years, the Board recommended, and
USDA approved, an assessment rate that
would continue in effect from crop year
to crop year unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Board or other
information available to USDA.

The Board met on May 15, 2003, and
unanimously recommended 2003-04
expenditures of $20,358,304. In
comparison, budgeted expenditures for
2002—-2003 were $19,407,437. An
assessment rate of $0.025 was
established for the 1998-99 crop year
and remained in effect through the
2002-2003 crop year.

The major expenditures
recommended by the Board for the
2003-04 crop year include $6,375,312
for advertising and market research,
$7,587,750 for public relations and
other promotion and education
programs including a Market Access
Program (MAP) administered by
USDA'’s Foreign Agriculture Service
(FAS), $1,500,000 for salaries and
wages, $1,000,000 for nutrition research,
$850,332 for production research,
$823,948 for quality programs, $40,000
for econometric modeling and analysis,
$254,903 for environmental programs,
$200,000 for travel, $122,472 for office
rent, $120,750 for a crop estimate,
$159,836 for compliance audits and
analysis, and $90,780 for an acreage
survey.

Budgeted expenses for these items in
2002-03 were $6,125,312 for advertising
and market research, $6,877,750 for
public relations and other promotion
and education programs including a
MAP program administered by FAS,
$1,760,000 for salaries and wages,
$1,000,000 for nutrition research,
$622,131 for production research,
$472,964 for quality programs, $172,500
for econometric modeling and analysis,
$230,550 for travel, $122,850 for office
rent, $120,762 for a crop estimate,
$125,000 for compliance audits and
analysis, and $98,713 for acreage
survey.

In September 2003, the Board
recommended an increase in 2003—04
expenses due to an increased
availability of funds from FAS. USDA
approved an increased expenditure
level of $20,547,385.

The Board met again on November 6,
2003, and recommended decreasing the
assessment rate from $0.025 per pound
to $0.020 per pound of almonds
handled. Of the $0.020 per pound
assessment, $0.01 per pound is available
as credit-back for handlers who conduct
their own promotional activities
consistent with § 981.441 of the order’s
regulations and subject to Board
approval. The Board recommended
reducing the assessment rate because
the 2002—-03 financial audit revealed
that the Board’s financial reserve
exceeded the amount authorized under
§981.81(c) of the order.

Section 981.81(c) authorizes a
financial reserve of approximately one-
half year’s budgeted expenses. One-half
of the 2003-04 crop year’s budgeted
expenses of $20,547,385 equals
$10,273,692. The financial audit
revealed a reserve of $12,681,596 at the
end of the 2002—03 crop year, which is
$2,407,904 more than the authorized
reserve.

Section 981.81(b) of the order requires
excess funds held in the financial
reserve to be refunded to handlers or
used to reduce the assessment rate in
the subsequent crop year. The Board
considered both options, and
recommended the latter. By reducing
the assessment rate and projected
assessment revenue, the Board’s
estimated financial reserve at the end of
the 2003-04 crop year will be
$7,338,087, which is within the
parameters authorized under the order.

The assessment rate recommended by
the Board was derived by considering
anticipated expenses and production
levels of California almonds, and
additional pertinent factors. In its
recommendation, the Board utilized an
estimate of 907,200,000 pounds of
assessable almonds for the 2003—04 crop
year. If realized, this will provide
estimated assessment revenue of
$9,072,000 from all handlers, and an
additional $4,989,600 from those
handlers who do not participate in the
credit-back program, for a total of
$14,061,600. In addition, it is
anticipated that $13,678,872 will be
provided by other sources, including
interest income, MAP funds,
miscellaneous income, and reserve/
carryover funds. When combined,
revenue from these sources will be
adequate to cover budgeted expenses.
Any unexpended funds from the 2003-
04 crop year may be carried over to
cover expenses during the succeeding
crop year. As previously mentioned,
funds in the reserve at the end of the
2003-04 crop year are estimated to be
approximately $7,338,087, which is
within the amount permitted by the
order.

The assessment rate will continue in
effect indefinitely unless modified,
suspended, or terminated by USDA
upon recommendation and information
submitted by the Board or other
available information.

Although this assessment rate is
effective for an indefinite period, the
Board will continue to meet prior to or
during each crop year to recommend a
budget of expenses and consider
recommendations for modification of
the assessment rate. The dates and times
of Board meetings are available from the
Board or USDA. Board meetings are
open to the public and interested
persons may express their views at these
meetings. USDA will evaluate Board
recommendations and other available
information to determine whether
modification of the assessment rate is
needed. Further rulemaking will be
undertaken as necessary. The Board’s
2003-04 budget and those for
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subsequent crop years will be reviewed
and, as appropriate, approved by USDA.

Final Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this final regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 6,250
producers of almonds in the production
area and approximately 119 handlers
subject to regulation under the
marketing order. Small agricultural
producers are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
less than $750,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000.

Data for the most recently completed
crop year indicate that about 38 percent
of the handlers shipped over $5,000,000
worth of almonds and about 62 percent
of handlers shipped under $5,000,000
worth of almonds. In addition, based on
production and grower price data
reported by the California Agricultural
Statistics Service (CASS), and the total
number of almond growers, the average
annual grower revenue is estimated to
be approximately $190,000. Based on
the foregoing, the majority of handlers
and producers of almonds may be
classified as small entities.

This rule continues to decrease the
assessment rate established for the
Board and collected from handlers for
the 2003-04 and subsequent crop years
from $0.025 to $0.020 per pound of
almonds. Of the $0.020 per pound
assessment, $0.01 per pound is available
as credit-back for handlers who conduct
their own promotional activities
consistent with § 981.441 of the order’s
regulations and subject to Board
approval. The Board initially
recommended, and USDA approved,
2003-04 expenditures of $20,358,304
and an unchanged assessment rate of
$0.025 per pound in May 2003. In
September 2003, the Board
recommended an increase in 2003-04
expenses due to an increased

availability of funds from FAS. USDA
approved an increased expenditure
level of $20,547,385.

On November 6, 2003, the Board
subsequently recommended reducing
the assessment rate to $0.020 per pound
due to excess funds in the financial
reserve. The 2002—-03 crop year financial
audit revealed that the Board’s financial
reserves exceeded the order’s limitation
of approximately one-half year’s
budgeted expenses, by $2,407,904. The
assessment rate of $0.020 is $0.005
lower than the prior rate. The quantity
of assessable almonds for the 200304
crop year is estimated at 907,200,000
pounds. Thus, the $0.020 assessment
rate should provide $14,061,000 in
assessment income and be adequate to
meet this year’s expenses, when
combined with other revenues
including financial reserves. The
projected financial reserve at the end of
2003-04 is $7,338,087, which is within
the parameters of the order.

The major expenditures
recommended by the Board for the
2003-04 crop year include $6,375,312
for advertising and market research,
$7,587,750 for public relations and
other promotion and education
programs including a MAP program
administered by USDA’s FAS,
$1,500,000 for salaries and wages,
$1,000,000 for nutrition research,
$850,332 for production research,
$823,948 for quality programs, $40,000
for econometric modeling and analysis,
$254,903 for environmental programs,
$200,000 for travel, $122,472 for office
rent, $120,750 for a crop estimate,
$159,836 for compliance audits and
analysis, and $90,780 for an acreage
survey.

Budgeted expenses for these items in
2002-03 were $6,125,312 for advertising
and market research, $6,877,750 for
public relations and other promotion
and education programs including a
MAP administered by FAS, $1,760,000
for salaries and wages, $1,000,000 for
nutrition research, $622,131 for
production research, $472,964 for
quality programs, $172,500 for
econometric modeling and analysis,
$230,550 for travel, $122,850 for office
rent, $120,762 for a crop estimate,
$125,000 for compliance audits and
analysis, and $98,713 for an acreage
survey.

The Board considered two available
alternatives to remedy the excess
financial reserve situation as provided
for in §981.81(b) of the order: refund
the excess funds to handlers, or reduce
the assessment rate. After deliberating
the issue, the Board recommended
reducing the assessment rate.

A review of historical information and
preliminary information pertaining to
the upcoming crop year indicates that
the average grower price for the 2003—
04 season could range between $1.50
and $1.80 per pound of almonds.
Therefore, the estimated assessment
revenue for the 2003-04 crop year
(disregarding any amounts credited
pursuant to §§981.41 and 981.441) as a
percentage of total grower revenue
could range between 1.1 and 1.3
percent.

This action continues to decrease the
assessment obligation imposed on
handlers. Assessments are applied
uniformly on all handlers, and some of
the costs may be passed on to
producers. However, decreasing the
assessment reduces the burden on
handlers, and may reduce the burden on
producers. In addition, the Board’s
meeting was widely publicized
throughout the California almond
industry and all interested persons were
invited to attend the meeting and
participate in Board deliberations on all
issues. Like all Board meetings, the
November 6, 2003, meeting was a public
meeting and all entities, both large and
small, were able to express views on
this issue.

This action imposes no additional
reporting or recordkeeping requirements
on either small or large California
almond handlers. As with all Federal
marketing order programs, reports and
forms are periodically reviewed to
reduce information requirements and
duplication by industry and public
sector agencies.

USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule.

An interim final rule concerning this
action was published in the Federal
Register on January 8, 2004 (69 FR
1269). Copies of the rule were mailed or
sent via facsimile to all almond
handlers. Finally, a copy of the rule was
made available through the Internet by
USDA and the Office of the Federal
Register. No comments were received in
response to the interim final rule.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Board and other
available information, it is hereby found
that this rule, as hereinafter set forth,
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will tend to effectuate the declared
policy of the Act.

List of Subjects in 7 CFR Part 981

Almonds, Marketing agreements,
Reporting and recordkeeping
requirements.

PART 981—ALMONDS GROWN IN
CALIFORNIA

m Accordingly, the interim final rule
amending 7 CFR part 981, which was
published at 69 FR 1269 on January 8,
2004, is adopted as a final rule without
change.

Dated: April 19, 2004.
Kenneth C. Clayton,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 04—9135 Filed 4—21-04; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 989
[Docket No. FV04-989-1 IFR]

Raisins Produced From Grapes Grown
in California; Final Free and Reserve
Percentages for 2003—-04 Crop Natural
(Sun-Dried) Seedless Raisins

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule establishes final
volume regulation percentages for 2003—
04 crop Natural (sun-dried) Seedless
(NS) raisins covered under the Federal
marketing order for California raisins
(order). The order regulates the handling
of raisins produced from grapes grown
in California and is locally administered
by the Raisin Administrative Committee
(Committee). The volume regulation
percentages are 70 percent free and 30
percent reserve. The percentages are
intended to help stabilize raisin
supplies and prices, and strengthen
market conditions.

DATES: Effective April 23, 2004. The
volume regulation percentages apply to
acquisitions of NS raisins from the
2003-04 crop until the reserve raisins
from that crop are disposed of under the
marketing order. Comments received by
June 21, 2004, will be considered prior
to issuance of a final rule.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
Order Administration Branch, Fruit and

Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237; Fax:
(202) 720-8938; or E-mail:
moab.docketclerk@usda.gov, or http://
www.regulations.gov. All comments
should reference the docket number and
the date and page number of this issue
of the Federal Register and will be
made available for public inspection in
the Office of the Docket Clerk during
regular business hours, or can be viewed
at: http://www.ams.usda.gov/fv/
moab.html.

FOR FURTHER INFORMATION CONTACT:
Maureen T. Pello, Senior Marketing
Specialist, California Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
suite 102B, Fresno, California 93721;
telephone: (559) 487-5901; Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue, SW., STOP
0237, Washington, DC 20250-0237;
telephone: (202) 720-2491; Fax: (202)
720-8938.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW., STOP 0237, Washington
DC 20250-0237; telephone: (202) 720—
2491; Fax: (202) 720-8938; or E-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
and Order No. 989 (7 CFR part 989),
both as amended, regulating the
handling of raisins produced from
grapes grown in California, hereinafter
referred to as the “order.” The order is
effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), hereinafter
referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the order provisions now
in effect, final free and reserve
percentages may be established for
raisins acquired by handlers during the
crop year. This rule establishes final free
and reserve percentages for NS raisins
for the 2003-04 crop year, which began
August 1, 2003, and ends July 31, 2004.
This rule will not preempt any State or
local laws, regulations, or policies,

unless they present an irreconcilable
conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing USDA would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review USDA’s ruling on the petition,
provided an action is filed not later than
20 days after the date of the entry of the
ruling.

This rule establishes final volume
regulation percentages for 2003—04 crop
NS raisins covered under the order. The
volume regulation percentages are 70
percent free and 30 percent reserve. Free
tonnage raisins may be sold by handlers
to any market. Reserve raisins must be
held in a pool for the account of the
Committee and are disposed of through
various programs authorized under the
order. For example, reserve raisins may
be sold by the Committee to handlers for
free use or to replace part of the free
tonnage raisins they exported; used in
diversion programs; carried over as a
hedge against a short crop; or disposed
of in other outlets not competitive with
those for free tonnage raisins, such as
government purchase, distilleries, or
animal feed.

The volume regulation percentages
are intended to help stabilize raisin
supplies and prices, and strengthen
market conditions. The Committee
unanimously recommended final
percentages on February 12, 2004.

Computation of Trade Demands

Section 989.54 of the order prescribes
procedures and time frames to be
followed in establishing volume
regulation. This includes methodology
used to calculate percentages. Pursuant
to §989.54(a) of the order, the
Committee met on August 14, 2003, to
review shipment and inventory data,
and other matters relating to the
supplies of raisins of all varietal types.
The Committee computed a trade
demand for each varietal type for which
a free tonnage percentage might be
recommended. Trade demand is
computed using a formula specified in
the order and, for each varietal type, is
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equal to 90 percent of the prior year’s
shipments of free tonnage and reserve
tonnage raisins sold for free use into all
market outlets, adjusted by subtracting
the carryin on August 1 of the current
crop year, and adding the desirable
carryout at the end of that crop year. As
specified in § 989.154(a), the desirable
carryout for NS raisins shall equal the
total shipments of free tonnage during
August and September for each of the
past 5 crop years, converted to a natural
condition basis, dropping the high and
low figures, and dividing the remaining
sum by three, or 60,000 natural
condition tons, whichever is higher. For
all other varietal types, the desirable
carryout shall equal the total shipments
of free tonnage during August,
September and one-half of October for
each of the past 5 crop years, converted
to a natural condition basis, dropping
the high and low figures, and dividing
the remaining sum by three.

At its August 2003 meeting, the
Committee computed and announced
the 2003-04 trade demand for NS
raisins at 210,933 tons. The August
trade demand, however, did not account
for Oleate Seedless raisins (Oleates).
Beginning with the 2003—04 crop year,
the NS varietal type was modified to
include Oleates (68 FR 42943; July 21,
2003). Prior to that time, Oleate was a
separate varietal type. The Oleate and
NS trade demands were calculated
separately. Then the two individual
trade demand figures were added
together to obtain a combined trade
demand reflecting the new combined
varietal type. The RAC establishes a
500-ton minimum trade demand for any
varietal type for which the computed
trade demand is zero or less. The
computed trade demand for Oleates was
less than zero, so the RAC established
the trade demand for Oleates at 500
tons. At USDA’s request, the RAC met
on September 9, 2003, and recomputed
the combined NS trade demand to
account for Oleates at 211,493 tons
(210,933 plus 500).

COMPUTED TRADE DEMANDS
[Natural condition tons]

NS raisins

Prior year’s shipments .............. 297,176
Multiplied by 90 percent ........... 0.90
Equals adjusted base ....... 267,458
Minus carryin inventory .... 116,465
Plus desirable carryout ............. 60,000
Equals computed NS trade de-

MAaNd ....ooiiiiieieeee e 210,993
Plus Oleate minimum trade de-

mand toNS .....ccccceeveerieeeneenns 500
Equals revised trade demand .. 211,493

Computation of Preliminary Volume
Regulation Percentages

Section 989.54(b) of the order requires
that the Committee announce, on or
before October 5, preliminary crop
estimates and determine whether
volume regulation is warranted for the
varietal types for which it computed a
trade demand. That section allows the
Committee to extend the October 5 date
up to 5 business days if warranted by a
late crop.

The Committee met on October 2,
2003, and announced a preliminary
crop estimate for NS raisins of 276,931
tons, which is about 20 percent lower
than the 10-year average of 348,419
tons. NS raisins are the major varietal
type of California raisin. Adding the
carryin inventory of 116,465 tons, plus
the 276,931-ton crop estimate resulted
in a total available supply of 393,396
tons, which was significantly higher
(186 percent) than the 211,493-ton trade
demand. Thus, the Committee
determined that volume regulation for
NS raisins was warranted. The
Committee announced preliminary free
and reserve percentages for NS raisins,
which released 85 percent of the
computed trade demand since a
minimum field price (price paid by
handlers to producers for their free
tonnage raisins) had been established.
The preliminary percentages were 65
percent free and 35 percent reserve.

In addition, preliminary percentages
were announced for Other Seedless
raisins. It was ultimately determined
that volume regulation was only
warranted for NS raisins. As in past
seasons, the Committee submitted its
marketing policy to USDA for review.

Computation of Final Volume
Regulation Percentages

Pursuant to § 989.54(c), at its February
12, 2004, meeting, the Committee
announced interim percentages for NS
raisins to release slightly less than the
full trade demand. Based on a revised
NS crop estimate of 304,072 tons (up
from the October estimate of 276,931
tons), interim percentages for NS raisins
were announced at 69.75 percent free
and 30.25 percent reserve.

Pursuant to § 989.54(d), the
Committee also recommended final
percentages at its February 2004
meeting to release the full trade
demands for NS raisins. Final
percentages were recommended at 70
percent free and 30 percent reserve. The
Committee’s calculations to arrive at
final percentages for NS raisins are
shown in the table below:

FINAL VOLUME REGULATION
PERCENTAGES
[Natural condition tons]

NS raisins
Trade demand .........ccccoeeveeennen. 211,493
Divided by crop estimate .......... 304,072
Equals free percentage ............ 70
100 minus free percentage and
equals reserve percentage ... 30

In addition, USDA’s “Guidelines for
Fruit, Vegetable, and Specialty Crop
Marketing Orders” (Guidelines) specify
that 110 percent of recent years’ sales
should be made available to primary
markets each season for marketing
orders utilizing reserve pool authority.
This goal will be met for NS raisins by
the establishment of final percentages,
which release 100 percent of the trade
demand and the offer of additional
reserve raisins for sale to handlers under
the “10 plus 10 offers.” As specified in
§989.54(g), the 10 plus 10 offers are two
offers of reserve pool raisins, which are
made available to handlers during each
season. For each such offer, a quantity
of reserve raisins equal to 10 percent of
the prior year’s shipments is made
available for free use. Handlers may sell
their 10 plus 10 raisins to any market.

For NS raisins, the first 10 plus 10
offer was held in February 2004. A total
of 30,513 tons was made available to
raisin handlers; all of the raisins were
purchased. The second 10 plus 10 offer
of 30,513 tons will be made available to
handlers in April 2004. Adding the total
figure of 61,026 tons of 10 plus 10
raisins to the 211,493 ton trade demand
figure, plus 129,345 tons of 2002—03
carryin NS and Oleate inventory equates
to 401,864 tons of natural condition
raisins, or 377,084 tons of packed
raisins, that are available to handlers for
free use or primary markets. This is
about 132 percent of the quantity of NS
and Oleate raisins shipped during the
2002—-03 crop year (305,133 natural
condition tons or 286,260 packed tons).
(Oleates were included in this
computation because, as previously
stated, Oleates were combined with the
NS varietal type beginning with the
2003-04 crop year.)

In addition to the 10 plus 10 offers,
§989.67(j) of the order provides
authority for sales of reserve raisins to
handlers under certain conditions such
as a national emergency, crop failure,
change in economic or marketing
conditions, or if free tonnage shipments
in the current crop year exceed
shipments of a comparable period of the
prior crop year. Such reserve raisins
may be sold by handlers to any market.
When implemented, the additional
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offers of reserve raisins make even more
raisins available to primary markets,
which is consistent with USDA’s
Guidelines.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 20 handlers
of California raisins who are subject to
regulation under the order and
approximately 4,500 raisin producers in
the regulated area. Small agricultural
service firms are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
of less than $5,000,000, and small
agricultural producers are defined as
those having annual receipts of less than
$750,000. Thirteen of the 20 handlers
subject to regulation have annual sales
estimated to be at least $5,000,000, and
the remaining 7 handlers have sales less
than $5,000,000. No more than 7
handlers, and a majority of producers, of
California raisins may be classified as
small entities.

Since 1949, the California raisin
industry has operated under a Federal
marketing order. The order contains
authority to, among other things, limit
the portion of a given year’s crop that
can be marketed freely in any outlet by
raisin handlers. This volume control
mechanism is used to stabilize supplies
and prices and strengthen market
conditions.

Pursuant to § 989.54(d) of the order,
this rule establishes final volume
regulation percentages for 2003—-04 crop
NS raisins. The volume regulation
percentages are 70 percent free and 30
percent reserve. Free tonnage raisins
may be sold by handlers to any market.
Reserve raisins must be held in a pool
for the account of the Committee and
are disposed of through certain
programs authorized under the order.

Volume regulation is warranted this
season because the final crop estimate of
304,072 tons combined with the carryin
inventory of 129,345 tons results in a

total available supply of 433,417 tons,
which is about 205 percent higher than
the 211,493-ton trade demand. (Oleate
inventory was included in this
computation because, as previously
stated, Oleates were combined with the
NS varietal type beginning with the
2003-04 crop year.)

The current volume regulation
procedures have helped the industry
address its marketing problems by
keeping supplies in balance with
domestic and export market needs, and
strengthening market conditions. The
current volume regulation procedures
fully supply the domestic and export
markets, provide for market expansion,
and help reduce the burden of
oversupplies in the domestic market.

Raisin grapes are a perennial crop, so
production in any year is dependent
upon plantings made in earlier years.
The sun-drying method of producing
raisins involves considerable risk
because of variable weather patterns.

Even though the product and the
industry are viewed as mature, the
industry has experienced considerable
change over the last several decades.
Before the 1975-76 crop year, more than
50 percent of the raisins were packed
and sold directly to consumers. Now,
over 60 percent of raisins are sold in
bulk. This means that raisins are now
sold to consumers mostly as an
ingredient in another product such as
cereal and baked goods. In addition, for
a few years in the early 1970’s, over 50
percent of the raisin grapes were sold to
the wine market for crushing. Since
then, the percent of raisin-variety grapes
sold to the wine industry has decreased.

California’s grapes are classified into
three groups—table grapes, wine grapes,
and raisin-variety grapes. Raisin-variety
grapes are the most versatile of the three
types. They can be marketed as fresh
grapes, crushed for juice in the
production of wine or juice concentrate,
or dried into raisins. Annual
fluctuations in the fresh grape, wine,
and concentrate markets, as well as
weather-related factors, cause
fluctuations in raisin supply. This type
of situation introduces a certain amount
of variability into the raisin market.
Although the size of the crop for raisin-
variety grapes may be known, the
amount dried for raisins depends on the
demand for crushing. This makes the
marketing of raisins a more difficult
task. These supply fluctuations can
result in producer price instability and
disorderly market conditions.

Volume regulation is helpful to the
raisin industry because it lessens the
impact of such fluctuations and
contributes to orderly marketing. For
example, producer prices for NS raisins

remained fairly steady between the
1993-94 through the 1997-98 seasons,
although production varied. As shown
in the table below, during those years,
production varied from a low of 272,063
tons in 1996-97 to a high of 387,007
tons in 1993-94, or about 42 percent.
According to Committee data, the total
producer return per ton during those
years, which includes proceeds from
both free tonnage plus reserve pool
raisins, has varied from a low of $904.60
in 1993-94 to a high of $1,049 in 1996—
97, or 16 percent. Total producer prices
for the 1998-99 and 1999-2000 seasons
increased significantly due to back-to-
back short crops during those years.
Producer prices dropped dramatically
for the last three seasons due to record-
size production, large carry-in
inventories, and stagnant demand.

NATURAL SEEDLESS PRODUCER

PRICES
Deliveries
c (natural Producer
rop year oy prices
condition (per ton)
tons)
2002-03 .... 388,010 1$394.85
2001-02 .... 377,328 $650.94
200001 .... 432,616 $603.36
1999-2000 299,910 $1,211.25
1998-99 .... 240,469 2$1,290.00
1997-98 ... 382,448 $946.52
1996-97 .... 272,063 $1,049.20
1995-96 .... 325,911 $1,007.19
1994-95 ... 378,427 $928.27
1993-94 ... 387,007 $904.60

1 Return-to-date, reserve pool still open.

2No volume regulation.

There are essentially two broad
markets for raisins—domestic and
export. In recent years, both export and
domestic shipments have been
decreasing. Domestic shipments
decreased from a high of 204,805
packed tons during the 1990-91 crop
year to a low of 156,325 packed tons in
1999-2000. In addition, exports
decreased from 114,576 packed tons in
1991-92 to a low of 91,600 packed tons
in the 1999-2000 crop year.

In addition, the per capita
consumption of raisins has declined
from 2.07 pounds in 1988 to 1.48
pounds in 2002. This decrease is
consistent with the decrease in the per
capita consumption of dried fruits in
general, which is due to the increasing
availability of most types of fresh fruit
through out the year.

While the overall demand for raisins
has been decreasing (as reflected in
decline in commercial shipments),
production has been increasing.
Deliveries of NS dried raisins from
producers to handlers reached an all-
time high of 432,616 tons in the 2000—
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01 crop year. This large crop was
preceded by two short crop years;
deliveries were 240,469 tons in 1998—99
and 299,910 tons in 1999-2000.
Deliveries for the 2000-01 crop year
soared to a record level because of
increased bearing acreage and yields.
Deliveries for the 2001-02 crop year
were at 377,328 tons, and deliveries for
the 2002-03 crop year were 388,010
tons. This year’s crop is estimated at
304,072 tons. Three crop years of high
production and a large 2001-02 carryin
inventory has contributed to the
industry’s burdensome supply of
raisins.

The order permits the industry to
exercise supply control provisions,
which allow for the establishment of
free and reserve percentages, and
establishment of a reserve pool. One of
the primary purposes of establishing
free and reserve percentages is to
equilibrate supply and demand. If raisin
markets are over-supplied with product,
producer prices will decline.

Raisins are generally marketed at
relatively lower price levels in the more
elastic export market than in the more
inelastic domestic market. This results
in a larger volume of raisins being
marketed and enhances producer
returns. In addition, this system allows
the U.S. raisin industry to be more
competitive in export markets.

To assess the impact that volume
control has on the prices producers
receive for their product, an
econometric model has been
constructed. The model developed is for
the purpose of estimating nominal
prices under a number of scenarios
using the volume control authority
under the Federal marketing order. The
price producers receive for the harvest
and delivery of their crop is largely
determined by the level of production
and the volume of carryin inventories.
The Federal marketing order permits the
industry to exercise supply control
provisions, which allow for the
establishment of reserve and free
percentages for primary markets, and a
reserve pool. The establishment of
reserve percentages impacts the
production that is marketed in the
primary markets.

The reserve percentage limits what
handlers can market as free tonnage.
Assuming the 70 percent reserve limits
the total free tonnage to 212,850 natural
condition tons (.70 x the 304,072-ton
crop estimate) and carryin is 129,345
natural condition tons, and purchases
from reserve total 55,513 natural
condition tons (which includes
anticipated reserve raisins released
through both 10 plus 10 offers), then the
total free supply is estimated at 397,708

natural condition tons. The econometric
model estimates prices to be $63 per ton
higher than under an unregulated
scenario. This price increase is
beneficial to all producers regardless of
size and enhances producers’ total
revenues in comparison to no volume
control. Establishing a reserve allows
the industry to help stabilize supplies in
both domestic and export markets,
while improving returns to producers.

Free and reserve percentages are
established by varietal type, and usually
in years when the supply exceeds the
trade demand by a large enough margin
that the Committee believes volume
regulation is necessary to maintain
market stability. Accordingly, in
assessing whether to apply volume
regulation or, as an alternative, not to
apply such regulation, it has been
determined that volume regulation is
warranted this season for only one of
the nine raisin varietal types defined
under the order.

The free and reserve percentages
established by this rule release the full
trade demand and apply uniformly to
all handlers in the industry, regardless
of size. For NS raisins, with the
exception of the 1998-99 crop year,
small and large raisin producers and
handlers have been operating under
volume regulation percentages every
year since 1983—84. There are no known
additional costs incurred by small
handlers that are not incurred by large
handlers. While the level of benefits of
this rulemaking are difficult to quantify,
the stabilizing effects of the volume
regulations impact small and large
handlers positively by helping them
maintain and expand markets even
though raisin supplies fluctuate widely
from season to season. Likewise, price
stability positively impacts small and
large producers by allowing them to
better anticipate the revenues their
raisins will generate.

There are some reporting,
recordkeeping and other compliance
requirements under the order. The
reporting and recordkeeping burdens
are necessary for compliance purposes
and for developing statistical data for
maintenance of the program. The
requirements are the same as those
applied in past seasons. Thus, this
action imposes no additional reporting
or recordkeeping burdens on either
small or large handlers. The forms
require information which is readily
available from handler records and
which can be provided without data
processing equipment or trained
statistical staff. The information
collection and recordkeeping
requirements have been previously
approved by the Office of Management

and Budget (OMB) under OMB Control
No. 0581-0178. As with other similar
marketing order programs, reports and
forms are periodically studied to reduce
or eliminate duplicate information
collection burdens by industry and
public sector agencies. In addition,
USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule. Finally,
interested persons are invited to submit
information on the regulatory and
informational impacts of this action on
small businesses.

Further, Committee and
subcommittee meetings are widely
publicized in advance and are held in
a location central to the production area.
The meetings are open to all industry
members, including small business
entities, and other interested persons
who are encouraged to participate in the
deliberations and voice their opinions
on topics under discussion.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: http://www.ams.usda.gov/
fv/moab.html. Any questions about the
compliance guide should be sent to Jay
Guerber at the previously mentioned
address in the FOR FURTHER INFORMATION
CONTACT section.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Committee and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

This rule invites comments for a 60-
day period on the establishment of final
volume regulation percentages for 2003—
04 crop NS raisins covered under the
order. All comments received within the
comment period will be considered
prior to finalization of this rule.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect, and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) The relevant provisions of
this part require that the percentages
designated herein for the 2003—-04 crop
year apply to all NS raisins acquired
from the beginning of that crop year; (2)
handlers are currently marketing their
2003—04 crop NS raisins and this action
should be taken promptly to achieve the
intended purpose of making the full
trade demand available to handlers; (3)
handlers are aware of this action, which
was unanimously recommended at a
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public meeting, and need no additional
time to comply with these percentages;
and (4) this interim final rule provides
a 60-day comment period, and all
comments timely received will be
considered prior to finalization of this
rule.

List of Subjects in 7 CFR Part 989

Grapes, Marketing agreements,
Raisins, Reporting and recordkeeping
requirements.

m For the reasons set forth in the
preamble, 7 CFR part 989 is amended to
read as followed:

PART 989—RAISINS PRODUCED
FROM GRAPES GROWN IN
CALIFORNIA

m 1. The authority citation for 7 CFR
part 989 continues to read as follows:

Authority: 7 U.S.C. 601-674.
m 2. Section 989.257 is added to
Subpart—Supplementary Regulations to
read as follows:

§989.257 Final free and reserve
percentages for the 2003-04 crop year.

The final percentages for standard
Natural (sun-dried) Seedless raisins
acquired by handlers during the crop
year beginning on August 1, 2003,
which shall be free tonnage and reserve
tonnage, respectively, are designated as
follows:

Varietal Free Reserve
type percentage | percentage
Natural (sun-
dried) Seed-
less v 70 30

Dated: April 16, 2004.
Kenneth C. Clayton,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 04—9098 Filed 4—21-04; 8:45 am]
BILLING CODE 3410-02-P

SUMMARY: The Farm Credit
Administration (FCA) published a final
rule under parts 609, 611, 612, 613, 614,
615, and 617 on March 9, 2004 (69 FR
10901). This final rule clarifies the
rights provided in the Farm Credit Act
of 1971, as amended, for loan applicants
and borrowers of the Farm Credit
System (System). The final rule further
explains the responsibilities of the
System in providing these rights,
responds to comments, and places all
borrower rights provisions in one part of
our regulations. In accordance with 12
U.S.C. 2252, the effective date of the
interim final rule is 30 days from the
date of publication in the Federal
Register during which either or both
Houses of Congress are in session. Based
on the records of the sessions of
Congress, the effective date of the
regulations is April 19, 2004.

DATES: Effective Date: The regulation
amending 12 CFR parts 609, 611, 612,
614, 615, and 617 published on March
9, 2004 (69 FR 15045) is effective April
19, 2004.

FOR FURTHER INFORMATION CONTACT:
Mark L. Johansen, Policy Analyst, Office
of Policy and Analysis, Farm Credit
Administration, McLean, VA 22102—
5090, (703) 883—4498, TTY (703) 883—
4434; or Joy Strickland, Senior Counsel,
Office of General Counsel, Farm Credit
Administration, McLean, VA 22102—
5090, (703) 883—4020, TTY (703) 883—
2020.

(12 U.S.C. 2252(a)(9) and (10))

Dated: April 16, 2004.
Jeanette C. Brinkley,
Secretary, Farm Credit Administration Board.
[FR Doc. 04-9096 Filed 4—-21-04; 8:45 am]
BILLING CODE 6705-01-P

FARM CREDIT ADMINISTRATION

12 CFR Parts 609, 611, 612, 614, 615,
and 617

RIN 3052-AB69

Electronic Commerce; Organization;
Standards of Conduct and Referral of
Known or Suspected Criminal
Violations; Loan Policies and
Operations; Funding and Fiscal
Affairs, Loan Policies and Operations,
and Funding Operations; Borrower
Rights; Effective Date

AGENCY: Farm Credit Administration.
ACTION: Notice of effective date.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003-CE-59-AD; Amendment
39-13581; AD 2004—-08-12]

RIN 2120-AA64

Airworthiness Directives; Schempp-
Hirth Flugzeugbau GmbH Models
Ventus-2a, Ventus-2b, Discus-2a, and
Discus-2b Sailplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: The FAA adopts a new
airworthiness directive (AD) for all
Schempp-Hirth Flugzeugbau GmbH
(Schempp-Hirth) Models Ventus-2a,

Ventus-2b, Discus-2a, and Discus-2b
sailplanes. This AD requires you to
inspect and modify the elevator mass
balance. For Models Discus-2a and
Discus-2b sailplanes only, this AD also
requires you to replace the elevator
pushrod. This AD is the result of
mandatory continuing airworthiness
information (MCAI) issued by the
airworthiness authority for Germany.
We are issuing this AD to detect and
correct problems within the sailplane
elevator control system before they lead
to flutter and sailplane instability. This
could eventually result in loss of
sailplane control.

DATES: This AD becomes effective on
June 4, 2004.

As of June 4, 2004, the Director of the
Federal Register approved the
incorporation by reference of certain
publications listed in the regulation.
ADDRESSES: You may get the service
information identified in this AD from
Schempp-Hirth Flugzeugbau GmbH,
Postfach 14 43, D-73230 Kirchheim/
Teck, Germany; telephone : 011 49 7021
7298-0; facsimile: 011 49 7021 7298-
199.

You may view the AD docket at FAA,
Central Region, Office of the Regional
Counsel, Attention: Rules Docket No.
2003—CE-59-AD, 901 Locust, Room
506, Kansas City, Missouri 64106. Office
hours are 8 a.m. to 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: Greg
Davison, Aerospace Engineer, FAA,
Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329—4130; facsimile:
(816) 329-4090.

SUPPLEMENTARY INFORMATION:

Discussion

What events have caused this AD?
The Luftfahrt-Bundesamt (LBA), which
is the airworthiness authority for
Germany, recently notified FAA that an
unsafe condition may exist on
Schempp-Hirth Models Ventus-2a,
Ventus-2b, Discus-2a, and Discus-2b
sailplanes. The LBA reports that the
potential exists for elevator mass
balance problems on the referenced
sailplanes.

What is the potential impact if FAA
took no action? Elevator mass balance
problems, if not detected and corrected,
could lead to flutter and sailplane
instability. This could eventually result
in loss of sailplane control.

Has FAA taken any action to this
point? We issued a proposal to amend
part 39 of the Federal Aviation
Regulations (14 CFR part 39) to include
an AD that would apply to all Schempp-
Hirth Flugzeugbau GmbH (Schempp-
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Hirth) Models Ventus-2a, Ventus-2b,
Discus-2a, and Discuss-2b sailplanes.
This proposal was published in the
Federal Register as a notice of proposed
rulemaking (NPRM) on February 17,
2004 (69 FR 7380). The NPRM proposed
to require you to inspect and modify the
elevator mass balance. For Models
Discus-2a and Discus-2b sailplanes
only, this proposed AD would also
require you to replace the elevator
pushrod.

Comments

Was the public invited to comment?
We provided the public the opportunity
to participate in developing this AD. We
received no comments on the proposal
or on the determination of the cost to
the public.

Conclusion

What is FAA’s final determination on
this issue? We have carefully reviewed
the available data and determined that
air safety and the public interest require
adopting the AD as proposed except for
minor editorial corrections. We have
determined that these minor
corrections:

—Are consistent with the intent that
was proposed in the NPRM for
correcting the unsafe condition; and

—Do not add any additional burden
upon the public than was already
proposed in the NPRM.

Changes to 14 CFR Part 39—Effect on
the AD

How does the revision to 14 CFR part
39 affect this AD? On July 10, 2002, the
FAA published a new version of 14 CFR
part 39 (67 FR 47997, July 22, 2002),
which governs the FAA’s AD system.

This regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance. This material previously
was included in each individual AD.
Since this material is included in 14
CFR part 39, we will not include it in
future AD actions.

Costs of Compliance

How many sailplanes does this AD
impact? We estimate that the actions
specified in Schempp-Hirth Technical
Note No. 360-19 would affect 15
sailplanes in the U.S. registry and the
actions specified in Schempp-Hirth
Technical Note No. 349-28 would affect
51 sailplanes in the U.S. registry.

What is the cost impact of this AD on
owners/operators of the affected
sailplanes? We estimate the following
costs to accomplish the following
actions:

Total cost Total cost
Affected technical note Labor cost Parts cost per .S.

sailplane operators
No. 360-19 ................ 17 workhours at $65 per hour = $1,105 ...... $135 per sailplane ......c.ccccceveevereeieneeene, $1,240 $18,600
No. 349-28 ................ 4 workhours at $65 per hour = $260 ........... No cost for pars ........cccceeeevereeicnecieneeee 260 13,260
Regulatory Findings We prepared a summary of the costs Authority: 49 U.S.C. 106(g), 40113, 44701.

Will this AD impact various entities?
We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

Will this AD involve a significant rule
or regulatory action? For the reasons
discussed above, I certify that this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

to comply with this AD and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “AD Docket No. 2003—CE-59-
AD” in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

§39.13 [Amended]

m 2. FAA amends § 39.13 by adding a
new AD to read as follows:

2004-08-12 Schempp-Hirth Flugzeugbau
Gmbh: Amendment 39-13581; Docket
No. 2003—CE-59-AD.
When Does This AD Become Effective?
(a) This AD becomes effective on June 4,
2004.
What Other ADs Are Affected by This
Action?
(b) None.

What Sailplanes Are Affected by This AD?

(c) This AD affects the following model
and serial number sailplanes that are
certificated in any category:

Group

Models

Serial Nos.

(1) Group 1 Sailplanes

(2) Group 2 Sailplanes

Discus-2a and Discus-2b sailplanes that do
not have Shempp-Hirth Technical Note No.
360—-16 incorporated.

Ventus-2a, Ventus-2b, Discus-2a, and Discus-
2b sailplanes.

13 through 22, 24, 27, 30 through 48, 50, 51,
53, 54, 55, 57 through 63, 65, 67, 68, 71
through 79, 81, and 82.

Ventus-2a and Ventus-2b: 1, 2, 31, 32, 48,
54, 71, 117, 124 through 151, and 153; and
all serial numbers that incorporate Modifica-
tion Bulletin 34942 or are equipped with a
new tail unit per Shempp-Hirth Technical
Note No. 349-27. Discus-2a and Discus-2b:
1 through 185, 187, 188, and 189.
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What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of mandatory
continuing airworthiness information (MCAI)
issued by the airworthiness authority for

Germany. The actions of this AD are
intended to detect and correct problems
within the sailplane elevator control system
before they lead to flutter and sailplane
instability. This could eventually result in
loss of sailplane control.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following:

Actions

Compliance

Procedures

(1) For Group 1 sailplanes: Add a mass bal-
ance to the elevators and install an elevator
pushrod in the vertical fin.

(2) For Group 2 sailplanes: Modify the mass
balance weights.

Within the next 25 hours time-in-service (TIS)
after June 4, 2004 (the effective date of this
AD), unless already done.

Within the next 25 hours TIS after June 4,
2004 (the effective date of this AD), unless
already done.

Follow Schempp-Hirth Technical Note No.
360-19, dated December 20, 2002 (LBA-
approved January 18, 2003).

Follow Schempp-Hirth Technical Note No.
349-28, No. 360-20, and No. 863-8 (in-
cluding appendix), dated September 16,
2003 (LBA-approved September 23, 2003).

May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Standards Office, Small Airplane
Directorate, FAA. For information on any
already approved alternative methods of
compliance, contact Greg Davison, Aerospace
Engineer, FAA, Small Airplane Directorate,
901 Locust, Room 301, Kansas City, Missouri
64106; telephone: (816) 329—4130; facsimile:
(816) 329-4090.

Does This AD Incorporate Any Material by
Reference?

(g) You must do the actions required by
this AD following the instructions in
Schempp-Hirth Technical Note No. 360-19,
dated December 20, 2002 (LBA-approved
January 18, 2003); and Schempp-Hirth
Technical Note No. 349-28, No. 360—20, and
No. 863-8 (including appendix), dated
September 16, 2003 (LBA-approved
September 23, 2003). The Director of the
Federal Register approved the incorporation
by reference of this service bulletin in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. You may get a copy from Schempp-
Hirth Flugzeugbau GmbH, Postfach 14 43, D—
73230 Kirchheim/Teck, Germany; telephone:
011 49 7021 7298-0; facsimile: 011 49 7021
7298-199. You may review copies at FAA,
Central Region, Office of the Regional
Counsel, 901 Locust, Room 506, Kansas City,
Missouri 64106; or at the Office of the
Federal Register, 800 North Capitol Street,
NW., suite 700, Washington, DC.

Is There Other Information That Relates to
This Subject?

(h) German AD No. 2003-048, effective
date: March 6, 2003, and German AD No.
2003-280, effective date: October 2, 2003,
also address the subject of this AD.

Issued in Kansas City, Missouri, on April
13, 2004.

James E. Jackson,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 04—-8793 Filed 4—21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-CE-73-AD; Amendment
39-13585; AD 2004-05-01 R1]

RIN 2120-AA64

Airworthiness Directives; Bombardier
Inc. Model Otter DHC-3 Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is revising
Airworthiness Directive (AD) 2004—05—
01, which applies to certain Bombardier
Inc. (formerly deHavilland Inc.) Model
Otter DHC-3 airplanes that have turbine
engines installed per one of three
supplemental type certificates (STC).
AD 2004-05-01 currently prohibits you
from operating any affected airplane
with these engine and propeller
configurations unless a new STC for an
elevator servo-tab with a redundant
control linkage is installed. The FAA
has since evaluated concerns,
comments, and technical information
related to all three STC configurations.
Based on that evaluation, we have
determined that further evaluation is
necessary for the STCs owned by Texas
Turbines Conversions, Inc., and Canada
Turbine Conversions, Inc. Therefore, we
are removing reference to these STCs
from the AD, and the AD will only
apply to those Bombardier Inc. airplanes
that incorporate STC No. SA3777NM
(A.M. Luton installation of Pratt and
Whitney PT6A—34/-135 engine). After
further evaluation, we may initiate
rulemaking action regarding airplanes
with the Texas Turbines Conversions,
Inc., and Canada Turbine Conversions,
Inc., STC configurations.

DATES: This AD becomes effective on
May 25, 2004.

On April 20, 2004 (69 FR 9523, March
1, 2004), the Director of the Federal
Register previously approved the
incorporation by reference of certain
publications listed in the regulation.

We must receive any comments on
this AD by June 29, 2004.

ADDRESSES: Use one of the following to
submit comments on this AD:

e By mail: FAA, Central Region,
Office of the Regional Counsel,
Attention: Rules Docket No. 2000-CE—
73—AD, 901 Locust, Room 506, Kansas
City, Missouri 64106.

e By fax:(816) 329-3771.

e By e-mail: 9-ACE-7-
Docket@faa.gov. Comments sent
electronically must contain “Docket No.
2000—-CE-73-AD” in the subject line. If
you send comments electronically as
attached electronic files, the files must
be formatted in Microsoft Word 97 for
Windows or ASCII.

You may get the service information
identified in this AD A.M. Luton 3025
Eldridge Avenue, Bellingham,
Washington, 98225; telephone (360)
671-7817; facsimile (360) 671—-7820.

You may view the AD docket at FAA,
Central Region, Office of the Regional
Counsel, Attention: Rules Docket No.
2000—CE-73-AD, 901 Locust, Room
506, Kansas City, Missouri 64106. Office
hours are 8 a.m. to 4 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: For
Technical Questions Relating to STC
No. SA3777NM or STC No. SA01059SE:
Richard Simonson, Aerospace Engineer,
FAA, Seattle Aircraft Certification
Office (ACO), 1601 Lind Avenue, SW.,
Renton, Washington 98055; telephone:
(425) 917-6507; facsimile: (425) 917—
6590.For Administrative Questions
Relating to This AD ACTION: Larry
Werth, AD Coordinator, FAA, Small
Airplane Directorate, 901 Locust, Room
301, Kansas City, Missouri 64106;
telephone: (816) 329—-4147; facsimile:
(816) 329-4149.

SUPPLEMENTARY INFORMATION: Has FAA
taken any action to this point? Several
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reports of situations where pilots of
Bombardier Inc. Model Otter DHC-3
airplanes with installed turbine engines
experienced buffeting of the elevators
and declared an emergency and safely
landed their aircraft caused FAA to
issue AD 2004—-05-01, Amendment 39—
13493 (69 FR 9523, March 1, 2004). AD
2004—-05-01 currently prohibits
operation of any affected airplane that
incorporates STC No. SA3777NM, STC
No. SA09866SC, or STC No. SA09857SC
without incorporation of STC No.
SA01059SE. These STCs are as follows:

e STC No. SA3777NM (A.M. Luton
installation of Pratt and Whitney PT6A—
34/-135 engine);

e STC No. SA09866SC (Texas
Turbines Conversions, Inc. installation
of Honeywell TPE-331 engine);

e STC No. SA09857SC (Canada
Turbine Conversions, Inc. installation of
Walter M601E—11 engine); and

e STC No. SA01059SE (American
Automotives, Inc. to incorporate a new
elevator servo-tab and redundant
control linkage).

What has happened since AD 2004—
05-01 to initiate this AD action? The
FAA has since received and evaluated
concerns, comments, and technical
information related to all three STC
configurations. Based on that
evaluation, we have determined that
further study is necessary for the STCs
owned by Texas Turbines Conversions,
Inc., and Canada Turbine Conversions,
Inc.

FAA’s Determination and Requirements
of the AD

What has FAA decided? Therefore,
we have determined that reference to
the STCs owned by Texas Turbines
Conversions, Inc., and Canada Turbine
Conversions, Inc. should be removed
from the AD.

What does this AD require? This AD
revises AD 2004-05—-01 by only
requiring the actions on those
Bombardier Inc. Model Otter DHC-3
airplanes that incorporate STC No.
SA3777NM (A.M. Luton installation of
Pratt and Whitney PT6A—-34/-135
engine) and do not have a new elevator
servo-tab and redundant control linkage
installed (American Automotives, Inc.
STC No. SA01059SE).

Does this mean the FAA cannot take
regulatory action in the future? No.
Removing the STCs owned by Texas
Turbines Conversions, Inc., and Canada
Turbine Conversions, Inc., from AD
2004—-05-01 does not prevent us from
issuing other regulatory action in the
future on airplanes that incorporate
these STCs.

It also does not commit us to any
future action. We will take appropriate

regulatory action if (after evaluation of
the situation on these two STCs) we
determine that there is an unsafe
condition.

How does the revision to 14 CFR part
39 affect this AD? On July 10, 2002, we
published a new version of 14 CFR part
39 (67 FR 47997, July 22, 2002), which
governs FAA’s AD system. This
regulation now includes material that
relates to altered products, special flight
permits, and alternative methods of
compliance. This material previously
was included in each individual AD.
Since this material is included in 14
CFR part 39, we will not include it in
future AD actions.

Comments Invited

Will I have the opportunity to
comment before you issue the rule? This
AD is a final rule that eliminates certain
configurations that may have
inadvertently grounded certain
airplanes. In order to not inadvertently
ground these airplanes, this action was
not preceded by notice and an
opportunity for public comment. It has
no adverse economic impact and
imposes no additional burden on any
person than would have been necessary
to do AD 2004-05-01.

However, we invite you to submit any
written relevant data, views, or
arguments regarding this AD. Send your
comments to an address listed under
ADDRESSES. Include “AD Docket No.
2000—CE-73—-AD" in the subject line of
your comments. If you want us to
acknowledge receipt of your mailed
comments, send us a self-addressed,
stamped postcard with the docket
number written on it; we will date-
stamp your postcard and mail it back to
you. We specifically invite comments
on the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify it. If a person contacts us
through a nonwritten communication,
and that contact relates to a substantive
part of this AD, we will summarize the
contact and place the summary in the
docket. We will consider all comments
received by the closing date and may
amend the AD in light of those
comments.

Regulatory Findings

Will this AD impact various entities?
We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

Will this AD involve a significant rule
or regulatory action? For the reasons
discussed above, I certify that this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule’” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a summary of the costs
to comply with this AD and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “AD Docket No. 2000-CE-73—
AD” in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Airworthiness Directive (AD)
2004—-05-01, Amendment 39-13493 (69
FR 9523, March 1, 2004), and by adding
anew AD to read as follows:

2004-05-01 R1 Bombardier Inc.:
Amendment 39-13585; Docket No.
2000—-CE-73—-AD; Revises AD 2004—05—
01, Amendment 39-13493.

When Does This AD Become Effective?

(a) This AD becomes effective on May 25,
2004.

Are Any Other ADs Affected By This Action?

(b) This AD revises AD 2004—05-01,
Amendment 39-13493.

What Airplanes Are Affected by This AD?

(c) This AD affects any Model Otter DHC—
3 airplane (all serial numbers) that:

(1) Has a turbine engine installed per
Supplemental Type Certificate (STC) No.
SA3777NM (A.M. Luton installation of Pratt
and Whitney PT6A—-34/-135 engine); and

(2) is certificated in any category.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of reports of the
control rod to the servo trim tab system
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detaching from the servo trim tab and
causing the servo trim tab to flutter on
airplanes with a turbine engine installed. The
actions specified in this AD are intended to
prevent a single failure of the elevator servo

trim tab system, which could cause severe
elevator flutter. Such elevator flutter could
lead to possible loss of control of the
airplane.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following:

Actions

Compliance

Procedures

(1) Do not operate any airplane that has a tur-
bine engine installed per STC No.
SA3777NM and DOES NOT have an eleva-
tor servo-tab and redundant control linkage
per STC No. SA01059SE.

Within 3 calendar months after April 20, 2004
(the effective date of AD 2004—-05-01) or
within 250 hours time-in-service (TIS) after
April 20, 2004 (the effective date of AD
2004-05-01), whichever occurs first.

Not Applicable.

(2) You may install at the same time a turbine
engine per STC No. SA3777NM and a new
elevator servo-tab and redundant control link-
age per STC No. SA01059SE.

Before further flight as of April 20, 2004 (the
effective date of AD 2004-05-01).

Follow American Aeromotives, Inc. DHC-3
Otter Service Letter No. AAI-DHC3-02.01,
Revision No. IR, dated April 9, 2002.

(3) You may operate an affected airplane in-
stalled with a turbine engine per STC No.
SA3777NM if you install a new elevator
servo-tab and redundant control linkage per
STC No. SA01059SE.

Within 3 calendar months after April 20, 2004
(the effective date of AD 2004-05-01) or
within 250 hours time-in-service (TIS) after
April 20, 2004 (the effective date of AD
2004-05-01), whichever occurs first.

Follow American Aeromotives, Inc. DHC-3
Otter Service Letter No. AAI-DHC3-02.01,
Revision No. IR, dated April 9, 2002.

(4) Do not install a turbine engine per STC No.
SA3777NM, unless you have installed a new
elevator servo-tab and redundant control link-
age per STC No. SA01059SE.

As of April 20, 2004 (the effective date of AD
2004-05-01).

Not Applicable.

May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Seattle Aircraft Certification Office
(ACO), FAA.

(1) For information on any already
approved alternative methods of compliance
(AMOCs), contact Richard Simonson,
Aerospace Engineer, FAA, Seattle Aircraft
Certification Office (ACO), 1601 Lind
Avenue, SW., Renton, Washington 98055;
telephone: (425) 917-6507; facsimile: (425)
917-6590.

(2) AMOCs approved through AD 2004—
05-01 are also considered approved for this
AD.

Does This AD Incorporate Any Material by
Reference?

(g) You must do the actions required by
this AD following the instructions in
American Aeromotives, Inc. DHC-3 Otter
Service Letter No. AAI-DHC3-02.01,
Revision No. IR, dated April 9, 2002. On
Aprﬂ 20, 2004 (69 FR 9523, March 1, 2004),
the Director of the Federal Register
previously approved the incorporation by
reference of this service letter in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51. You
may get a copy from American Aeromotives,
Inc., 3025 Eldridge Avenue, Bellingham,
Washington 98225, telephone: (360) 671—
7817; facsimile: (360) 671-7820. You may
review copies at FAA, Central Region, Office
of the Regional Counsel, 901 Locust, Room
506, Kansas City, Missouri 64106; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Issued in Kansas City, Missouri, on April
15, 2004.

James E. Jackson,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 04—9017 Filed 4-21-04; 8:45 am]
BILLING CODE 4910-13-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

14 CFR Part 1260
RIN 2700-AC96
NASA Grant and Cooperative

Agreement Handbook—Certifications,
Disclosures, and Assurances

AGENCY: National Aeronautics and
Space Administration (NASA).
ACTION: Final rule.

SUMMARY: This final rule amends the
NASA Grant and Cooperative
Agreement Handbook (Handbook) to
require that announcements of funding
opportunities advise potential
applicants for grants and cooperative
agreements that they will be required to
submit required certifications,
disclosures, and assurances with their
proposals; and clarify the methods for
ensuring compliance with certifications,
disclosures, and assurances. This
change is made to inform applicants of
the requirement to demonstrate
compliance prior to proposal
preparation instead of prior to award,
thereby giving potential applicants
advance notice of these requirements.

EFFECTIVE DATE: April 22, 2004.
ADDRESSES: Interested parties may
submit comments, identified by RIN
number 2700-AC96, via the Federal
eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments may also be submitted to
Suzan Moody, NASA, Office of
Procurement, Contract Management
Division (Code HK), Washington, DC
20546. Comments can also be submitted
by e-mail to: Suzan.P.Moody@nasa.gov.
FOR FURTHER INFORMATION CONTACT:
Suzan P. Moody, NASA Headquarters,
Code HC, Washington, DC, (202) 358—
0503, e-mail: Suzan.P.Moody@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

The Handbook currently requires
grant officers to ensure that all
necessary certifications, disclosures,
and assurances regarding debarment
and suspension, lobbying, and
nondiscrimination have been obtained
prior to awarding a grant or cooperative
agreement. This policy effectively
requires applicants to demonstrate
compliance with the required
certifications, disclosures, and
assurances prior to award but not
necessarily prior to proposal
submission. This change will require
that announcements of funding
opportunities advise applicants that
they must demonstrate compliance with
all required certifications, disclosures,
and assurances in their proposal
submissions. This change is made to
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inform applicants of the requirement to
demonstrate compliance prior to
proposal preparation instead of prior to
award, thereby giving potential
applicants advance notice of these
requirements. Additionally, the
methods for demonstrating compliance
with certifications, disclosures, and
assurances are clarified. The first
method provides for each individual
certification, disclosure, and assurance
to be signed by the Authorizing
Institutional Representative. The second
method currently provides that
“Signature by the Authorizing
Institutional Representative on the
proposal Cover Page may confirm that
all necessary certifications and
assurances are met.” This statement is
only accurate when the Cover Page
includes a notice that lists each
certification and assurance, and states
that signature by the Authorizing
Institutional Representative confirms
that these specific certifications and
assurances are met. To clarify this
requirement, the Handbook will be
revised to state: “Signature by the
Authorizing Organizational
Representative on the proposal Cover
Page may confirm that all necessary
certifications and assurances are met,
provided that the Cover Page includes a
notice to that effect.” An administrative
change is made to change the term
“Authorizing Institutional
Representative” to “Authorizing
Organizational Representative” because
the latter term is more commonly used
by NASA recipients. Finally, this final
rule corrects the list of NASA
implementing regulations in paragraph
(c) of the Provision at § 1260.32,
“Nondiscrimination”” by adding “14 CFR
1253”.

This is not a significant regulatory
action and, therefore, was not subject to
review under section 6(b) of Executive
Order 12866, Regulatory Planning and
Review, dated September 30, 1993. This
rule is not a major rule under 5 U.S.C.
804.

B. Regulatory Flexibility Act

NASA certifies that this final rule will
not have a significant economic impact
on a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601 et seq.,
because the changes do not impose
additional requirements. The changes
only modify the timing of existing
requirements.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because this final rule does
not impose any new recordkeeping or
information collection requirements, or

collection of information from offerors,
contractors, or members of the public
that require the approval of the Office of
Management and Budget under 44
U.S.C. 3501, et seq.

List of Subjects in 14 CFR Part 1260

Grant Programs—Science and
Technology.

Tom Luedtke,
Assistant Administrator for Procurement.

m Accordingly, 14 CFR part 1260 is
amended as follows:

m 1. The authority citation for 14 CFR
part 1260 continues to read as follows:

Authority: 42 U.S.C. 2473(c)(1), Pub. L. 97—
258, 96 Stat. 1003 (31 U.S.C. 6301, et seq.)

PART 1260—GRANTS AND
COOPERATIVE AGREEMENTS

m 2. Revise paragraph (c) in §1260.10 to
read as follows:

§1260.10 Proposals.
* * * * *

(c)(1) All announcements for grant
and cooperative agreement funding
opportunities shall require the applicant
to submit all required certifications,
disclosures, and assurances as part of
the proposal. The following
certifications and assurance are required
to be submitted as part of all proposals:

(i) A certification for debarment and
suspension under the requirements of
14 CFR 1265.510.

(ii) A certification, and a disclosure
form (SF LLL) if required, on Lobbying
under the requirements of 14 CFR
1271.110 for awards exceeding
$100,000.

(iii) An assurance of Compliance with
NASA Regulations Concerning
Nondiscrimination as required by 14
CFR parts 1250 through 1253 or
incorporation by reference of a signed
NASA Form 1206 that is on file, current,
and accurate.

(2) Compliance with certifications,
disclosures, and assurances must be
demonstrated by one of the following
two methods:

(i) Each individual certification,
disclosure, and assurance may be signed
by the Authorizing Organizational
Representative; or

(ii) Signature by the Authorizing
Organizational Representative on the
proposal Cover Page may confirm that
all necessary certifications and
assurances are met, provided that the
Cover Page includes a notice to that
effect.

* * * * *

m 3. Revise the undesignated headings
and paragraph (c) in § 1260.32 to read as
follows:

§1260.32 Nondiscrimination.

Nondiscrimination
April 2004.
* * * * *

(c) Work on NASA grants is subject to
the provisions of Title VI of the Civil
Rights Act of 1964 (Pub. L. 88-352; 42
U.S.C. 2000d-1), Title IX of the
Education Amendments of 1972 (20
U.S.C. 1680 et seq.), section 504 of the
Rehabilitation Act of 1973, as amended
(29 U.S.C. 794), the Age Discrimination
Act of 1975 (42 U.S.C. 6101 et seq.), and
the NASA implementing regulations (14
CFR parts 1250, 1251, 1252, and 1253).

* * * * *

[FR Doc. 04-9015 Filed 4-21-04; 8:45 am]
BILLING CODE 7510-01-P

DEPARTMENT OF COMMERCE

Patent and Trademark Office

37 CFR Part 1
[Docket No.: 2003—P—-029]
RIN 0651-AB71

Revision of Patent Term Extension and
Patent Term Adjustment Provisions

AGENCY: Patent and Trademark Office,
Commerce.

ACTION: Final rule.

SUMMARY: The patent term extension
provisions of the Uruguay Round
Agreements Act (URAA) and the patent
term adjustment provisions of the
American Inventors Protection Act of
1999 (AIPA) each provide for the
possibility of patent term extension or
adjustment if the issuance of the patent
was delayed due to review by the Board
of Patent Appeals and Interferences
(BPAI or by a Federal court and the
patent was issued pursuant to or under
a decision in the review reversing an
adverse determination of patentability.
The United States Patent and Trademark
Office (Office) is revising the rules of
practice in patent cases to indicate that
under certain circumstances a panel
remand by the BPAI shall be considered
a decision in the review reversing an
adverse determination of patentability
for purposes of patent term extension or
patent term adjustment. The Office is
also adopting other miscellaneous
changes to the patent term adjustment
provisions of the rules of practice.
DATES: Effective Date: May 24, 2004.
Any request for reconsideration of the
patent term extension or adjustment
indicated on a patent resulting from an
application in which the notice of
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allowance was mailed before May 24,
2004 on the basis of the changes to 37
CFR 1.701 or 1.702 in this final rule
must be filed no later than July 21, 2004.
FOR FURTHER INFORMATION CONTACT: Kery
A. Fries, Legal Advisor, Office of Patent
Legal Administration, by telephone at
(703) 305-1383, by mail addressed to:
Box Comments—Patents, Commissioner
for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450, or by facsimile to (703)
746-3240, marked to the attention of
Kery A. Fries.

SUPPLEMENTARY INFORMATION: Section
532(a) of the URAA (Pub. L. 103465,
108 Stat. 4809 (1994)) amended 35
U.S.C. 154 to provide that the term of

a patent ends on the date that is twenty
years from the filing date of the
application, or the earliest filing date for
which a benefit is claimed under 35
U.S.C. 120, 121, or 365(c). Public Law
103-465 also contained provisions,
codified at 35 U.S.C. 154(b), for patent
term extension due to certain
examination delays. The Office
implemented the patent term extension
provisions of the URAA in a final rule
published in April of 1995. See Changes
to Implement 20-Year Patent Term and
Provisional Applications, 60 FR 20195
(Apr. 25, 1995), 1174 Off. Gaz. Pat.
Office 15 (May 2, 1995) (final rule).

The AIPA (Pub. L. 106-113, 113 Stat.
1501, 1501A-552 through 1501A-591
(1999)) further amended 35 U.S.C.
154(b) to include additional bases for
patent term extension (characterized as
“patent term adjustment” in the AIPA).
Original utility and plant patents
issuing from applications filed on or
after May 29, 2000, may be eligible for
patent term adjustment if issuance of
the patent is delayed due to one or more
of the enumerated administrative delays
listed in 35 U.S.C. 154(b)(1). The Office
implemented the patent term
adjustment provisions of the AIPA in a
final rule published in September of
2000. See Changes to Implement Patent
Term Adjustment Under Twenty-Year
Patent Term, 65 FR 56365 (Sept. 18,
2000), 1239 Off. Gaz. Pat. Office 14 (Oct.
3, 2000) (final rule). The patent term
adjustment provisions of the AIPA
apply to original (i.e., non-reissue)
utility and plant applications filed on or
after May 29, 2000. See Changes to
Implement Patent Term Adjustment
Under Twenty-Year Patent Term, 65 FR
at 56367, 1239 Off. Gaz. Pat. Office at
14-15. The patent term extension
provisions of the URAA (for delays due
to secrecy order, interference or
successful appellate review) continue to
apply to original utility and plant
applications filed on or after June 8,
1995, and before May 29, 2000. See id.

The Office is amending the rules of
practice in patent cases to indicate that
certain remands by the BPAI shall be
considered “a decision in the review
reversing an adverse determination of
patentability” for patent term
adjustment and patent term extension
purposes. Specifically, if an application
is remanded by a panel of the BPAI and
the remand is the last action by a BPAI
panel prior to the mailing of a notice of
allowance under 35 U.S.C. 151 in the
application, the remand shall be
considered a decision reversing an
adverse determination of patentability
for patent term adjustment and patent
term extension purposes. However, a
panel remand shall not be considered a
decision in the review reversing an
adverse determination of patentability if
there is filed a request for continued
examination under 35 U.S.C. 132(b)

(§ 1.114) that was not first preceded by
the mailing, after such remand, of at
least one of an action under 35 U.S.C.
132 or a notice of allowance under 35
U.S.C. 151.

The term “panel” of the BPAI means
a panel comprised of members of the
BPAI as defined in 35 U.S.C. 6(a). The
phrase “remanded by a panel” of the
BPAI does not pertain to a remand or
order returning an appeal to the
examiner issued by a BPAI
administrator. See e.g., Revised
Docketing Procedures for Appeals
Arriving at the Board of Patent Appeals
and Interferences, 1260 Off. Gaz. Pat.
Office 18 (July 2, 2002). The phrase
“remanded by a panel” of the BPAI also
does not pertain to a remand or order
returning an appeal to the examiner that
is issued by a BPAI administrator
subsequent to the issuance of a
docketing notice.

The Office initially took the position
that a remand by a BPAI panel was not
a “decision” within the meaning of 35
U.S.C. 154(b)(1)(A)(iii), much less “a
decision reversing an adverse
determination of patentability” as that
phrase is used in 35 U.S.C.
154(b)(1)(C)(iii). See Changes to
Implement Patent Term Adjustment
Under Twenty-Year Patent Term, 65 FR
at 56369, 1239 Off. Gaz. Pat. Office at
16. The Office has subsequently
determined that there are a number of
BPALI panel remands that convey the
weakness in the examiner’s adverse
patentability determination in a manner
tantamount to a decision reversing the
adverse patentability determination.
Such a BPAI panel remand generally
results in the examiner allowing the
application (either with or without
further action by applicant) without
returning the application with a
response to the issues raised in the

remand to the BPAI for a decision on
the appeal. The changes in this final
rule address the situation in which an
examiner responds to a remand by a
BPAI panel by allowing the application
(either with or without further action by
applicant), rather than returning the
application with a response to the issues
raised in the remand to the BPAI for a
decision on the appeal. In this situation,
the BPAI panel remand shall be
considered “a decision in the review
reversing an adverse determination of
patentability” for patent term extension
and patent term adjustment purposes.
The changes in this final rule, however,
will not apply if, after the BPAI panel
remand, there is filed a request for
continued examination under 35 U.S.C.
132(b) (§1.114) that was not first
preceded by the mailing, after such
remand, of at least one of an action
under 35 U.S.C. 132 or a notice of
allowance under 35 U.S.C. 151.

If the patent issues after a remand that
is considered “a decision in the review
reversing an adverse determination of
patentability,” the BPAI panel remand
is deemed by the Office to be the “final
decision in favor of the applicant” for
purposes of a patent term extension or
adjustment calculation under
§1.701(c)(3) or § 1.703(e) (as
applicable). The period of extension or
adjustment calculated under
§1.701(c)(3) or § 1.703(e) (as applicable)
would equal the number of days in the
period beginning on the date on which
a notice of appeal to the BPAI was filed
under 35 U.S.C. 134 and §1.191 and
ending on the mailing date of the BPAI
panel remand.

The Office also proposed changes to
§§1.704 and 1.705 in a rule making to
implement portions of the Office’s 21st
Century Strategic Plan. See Changes to
Support Implementation of the United
States Patent and Trademark Office 21st
Century Strategic Plan, 68 FR 53816,
53843, 53857-58 (Sept. 12, 2003), 1275
Off. Gaz. Pat. Office 23, 45—46, 60 (Oct.
7, 2003) (proposed rule) (hereinafter
“21st Century Strategic Plan notice of
proposed rule making”). The Office is
adopting changes to §§1.704 and 1.705
proposed in the 21st Century Strategic
Plan notice of proposed rule making in
this final rule so that all changes to the
patent term adjustment provisions of the
rule of practice currently under
consideration will be adopted in the
same final rule.

Discussion of Specific Rules

Section 1.701: Section 1.701(a)(3) is
amended by adding the following
sentence: If an application is remanded
by a panel of the Board of Patent
Appeals and Interferences and the
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remand is the last action by a panel of
the Board of Patent Appeals and
Interferences prior to the mailing of a
notice of allowance under 35 U.S.C. 151
in the application, the remand shall be
considered a decision in the review
reversing an adverse determination of
patentability as that phrase is used in 35
U.S.C. 154(b)(2) as amended by section
532(a) of the Uruguay Round
Agreements Act, Public Law 103—465,
108 Stat. 4809, 498385 (1994), and a
final decision in favor of the applicant
under §1.701(c)(3). Section 1.701(a)(3)
is also amended to provide that a panel
remand shall not be considered a
decision in the review reversing an
adverse determination of patentability
as provided in § 1.701(a)(3) if there is
filed a request for continued
examination under 35 U.S.C. 132(b)
(§1.114) that was not first preceded by
the mailing, after such remand, of at
least one of an action under 35 U.S.C.
132 or a notice of allowance under 35
U.S.C. 151. Section 1.701(a)(3) is also
amended to change “decision reversing
an adverse determination of
patentability”’ to “decision in the review
reversing an adverse determination of
patentability” for consistency with 35
U.S.C. 154(b)(2) as amended by section
532(a) of the URAA.

Section 1.702: Section 1.702(e) is
amended by adding the following
sentence: If an application is remanded
by a panel of the Board of Patent
Appeals and Interferences and the
remand is the last action by a panel of
the Board of Patent Appeals and
Interferences prior to the mailing of a
notice of allowance under 35 U.S.C. 151
in the application, the remand shall be
considered a decision by the Board of
Patent Appeals and Interferences as that
phrase is used in 35 U.S.C.
154(b)(1)(A)(iii), a decision in the
review reversing an adverse
determination of patentability as that
phrase is used in 35 U.S.C.
154(b)(1)(C)(iii), and a final decision in
favor of the applicant under § 1.703(e).
Section 1.702(e) is also amended to
provide that a panel remand shall not be
considered a decision in the review
reversing an adverse determination of
patentability as provided in § 1.702(e) if
there is filed a request for continued
examination under 35 U.S.C. 132(b)
(§1.114) that was not first preceded by
the mailing, after such remand, of at
least one of an action under 35 U.S.C.
132 or a notice of allowance under 35
U.S.C. 151. Section 1.702(e) is also
amended to change “decision reversing
an adverse determination of
patentability” to “decision in the review
reversing an adverse determination of

patentability” for consistency with 35
U.S.C. 154(b)(1)(C)(iii).

Section 1.703: Section 1.703(f) is
amended to change “[t]o the extent that
periods of adjustment attributable to the
grounds specified in § 1.702 overlap” to
“[t]o the extent that periods of delay
attributable to the grounds specified in
§1.702 overlap” for consistency with 35
U.S.C. 154(b)(2)(A). The language of
former § 1.703(f) misled applicants into
believing that delays under 35 U.S.C.
154(b)(1)(A) (§§ 1.702(a) and 1.703(a))
and delays under 35 U.S.C. 154(b)(1)(B)
(§§1.702(b) and 1.703(b)) were
overlapping only if the period of delay
under 35 U.S.C. 154(b)(1)(A) occurred
more than three years after the actual
filing date of the application. If an
application is entitled to an adjustment
under 35 U.S.C. 154(b)(1)(B), the entire
period during which the application
was pending before the Office (except
for periods excluded under 35 U.S.C.
154(b)(1)(B)(i)—(iii)), and not just the
period beginning three years after the
actual filing date of the application, is
the period of delay under 35 U.S.C.
154(b)(1)(B) in determining whether

periods of delay overlap under 35 U.S.C.

154(b)(2)(A).

Section 1.704: Section 1.704(d) is
amended to change “cited in a
communication” to “first cited in any
communication” in order to clarify that
the item must have been first cited in
any communication from a foreign
patent office in a counterpart
application instead of merely being
cited in such a communication. An
applicant who fails to cite an item,
within thirty days of receipt by an
individual designated in § 1.56(c) of a
first communication from a foreign
patent office in a counterpart
application citing the item, and instead
files an information disclosure
statement, within thirty days of a
subsequent communication citing the
item, cannot be considered to have
acted with reasonable efforts to
conclude prosecution of the application.
The change to require that this thirty-
day time period run from a first
communication parallels the
corresponding language in § 1.97(e)(1).
The provisions of § 1.704(d) do not
apply if the applicant does not submit
the information disclosure statement
within thirty days of a first
communication including a citation of
an item to a party designated in
§1.56(c). In such situations, the
submission of an information disclosure
statement may be considered a failure to
engage in reasonable efforts to conclude
prosecution (processing or examination)
of the application under § 1.704(c)(6),
(€)(8), (c)(9), or (c)(10).

Section 1.705: Section 1.705(d) is
amended to provide that a patentee may
request reconsideration of the patent
term adjustment within two months of
the date the patent issued if the patent
indicates a revised patent term
adjustment relative to the patent term
adjustment indicated on the notice of
allowance. The Office currently
includes the patent term adjustment
information that will be printed on the
face of the patent on the Issue
Notification. See Changes to Implement
Patent Term Adjustment Under Twenty-
Year Patent Term, 65 FR at 56388, 1239
Off. Gaz. Pat. Office at 33 (response to
comment 49). The Office plans to
discontinue the practice of including
patent term adjustment information on
the Issue Notification, but is changing
the period for filing a request for
reconsideration under § 1.705(d) of the
patent term adjustment indicated in the
patent from thirty days to two months.
This two-month period in § 1.705(d) is
non-extendable. See §1.705(e).

The Patent Application Locating and
Monitoring (PALM) system maintains
computerized contents records of all
patent applications and reexaminations.
The Patent Application Information and
Retrieval (PAIR) system provides public
access to PALM for patents and
applications that have been published
(i.e., applications no longer being
maintained in confidence), which can
be accessed over the Internet at http://
pair.uspto.gov. The PAIR system also
has a private side (http://pair-
direct.uspto.gov) which may be used by
an applicant to access confidential
information about his or her pending
application. See Clarification of 37 CFR
1.704(c)(10)—Reduction of Patent Term
Adjustment for Certain Types of Papers
Filed After a Notice of Allowance has
been Mailed, 1247 Off. Gaz. Pat. Office
111, 112 (June 26, 2001). While the
Office plans to discontinue the practice
of including patent term adjustment
information on the Issue Notification,
applicants can check PAIR to see the
Office’s current patent term adjustment
determination upon receipt of the Issue
Notification to ascertain whether the
patent term adjustment determination
has been revised since the mailing of the
notice of allowance.

Section 1.705(d) is also amended to
permit a patentee to file the request for
reconsideration if the patent indicates or
should have indicated a revised patent
term adjustment of a revision to patent
term adjustment indicated in the notice
of allowance. Section 1.705(d) formerly
provided that a request for
reconsideration under § 1.705(d) was
limited to the situation where the patent
issues on a date other than the projected
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date of issue. There are a number of
papers which if submitted by an
applicant after the mailing of the notice
of allowance will result in a reduction
of any patent term adjustment, such as:
(1) Request for refunds; (2) status letter;
(3) amendments under § 1.312; (4) late
priority claims; (5) a certified copy of a
priority document; (6) drawings; (7)
letters related to biological deposits; and
(8) oaths or declarations. See

§ 1.704(c)(10). In addition, receipt of the
payment of the issue fee more than three
months after mailing of the notice of
allowance will also result in a reduction
of any patent term adjustment. See
§1.704(b) and § 1.703(f) (“[t]he date
indicated on any certificate of mailing
or transmission under § 1.8 shall not be
taken into account in this calculation”).
There are also Office delays that may
occur after the mailing of the notice of
allowance which may result in an
increase in the amount of patent term
adjustment, such as the failure to issue
the patent within four months after the
date the issue fee was paid under 35
U.S.C. 151 and all outstanding
requirements were satisfied, or the
failure to issue the patent within three
years after the date on which an
application was filed under 35 U.S.C.
111(a). See §1.702(a)(4) and § 1.702(b).

Section 1.705(d) is also amended to
provide that any request for
reconsideration under § 1.705(d) that
raises issues that were raised, or could
have been raised, in an application for
patent term adjustment under § 1.704(b)
shall be dismissed as untimely as to
those issues. The purpose of § 1.705(d)
is to provide patentees with an avenue
to obtain reconsideration of the patent
term adjustment indicated in the patent
when the patent term adjustment
indicated in the patent differs or should
have differed from the patent term
adjustment indicated in the notice of
allowance due to events occurring after
the mailing of the notice of allowance.
Section 1.705(d) is not an avenue for
patentees to seek review of issues that
were raised, or could have been raised,
in an application for patent term
adjustment under § 1.704(b). Any
request for reconsideration of the patent
term adjustment indicated in the patent
on the basis of issues that were raised,
or could have been raised, in an
application for patent term adjustment
under § 1.704(b) is considered untimely
if not filed within the period specified
in § 1.705(b).

Requests for reconsideration of patent
term adjustment determinations
indicated in notice of allowances and
patents under 35 U.S.C. 154(b) and
§§1.702 through 1.704 are provided for
in § 1.705. Petitions under §1.182 or

1.183, or requests for a certificate of
correction under either 35 U.S.C. 254
and §1.323 or 35 U.S.C. 255 and

§ 1.324, are not substitute fora to obtain
reconsideration of a patent term
adjustment determination indicated in a
notice of allowance if an applicant fails
to submit a request for reconsideration
within the time period specified in
§1.705(b), or to obtain reconsideration
of a patent term adjustment
determination indicated in a patent if a
patentee fails to submit a request for
reconsideration within the time period
specified in § 1.705(d).

Response to comments: The Office
published a notice proposing changes to
the rules of practice to provide that
under certain circumstances a panel
remand by the BPAI shall be considered
a decision in the review reversing an
adverse determination of patentability
for purposes of patent term extension or
patent term adjustment. See Revision of
Patent Term Extension and Patent Term
Adjustment Provisions Related to
Decisions by the Board of Patent
Appeals and Interferences 68 FR 67818
(Dec. 4, 2003), 1277 Off. Gaz. Pat. Office
227 (Dec. 30, 2003) (proposed rule). The
Office received seven written comments
(from an intellectual property
organization, a law firm, a business, and
patent practitioners) in response to this
notice of proposed rule making. The
Office also received five written
comments concerning §§1.704 and
1.705 in response to the 21st Century
Strategic Plan notice of proposed rule
making. Comments generally in support
of a change are not discussed. The
comments and the Office’s responses to
those comments follow:

Comment 1: One comment questioned
whether the Office has the authority to
interpret a remand from the BPAI as a
decision by the BPAI reversing an
adverse determination of patentability.
The comment suggested that the Office
should amend the rules of practice to
permit the BPAI to designate a remand
as a decision by the BPAI reversing an
adverse determination of patentability.

Response: 35 U.S.C. 2(b)(2) provides
that the Office may establish
regulations, not inconsistent with law,
which shall govern the conduct of
proceedings in the Office, 35 U.S.C.
3(a)(2)(A) provides that the Director is
responsible for providing policy
direction and management supervision
for the Office, and 35 U.S.C.
154(b)(3)(A) provides that the Director
shall prescribe regulations establishing
procedures for the application for and
determination of patent term
adjustments under 35 U.S.C. 154(b).
Therefore, the Office has sufficient rule
making authority to promulgate

regulations to avoid situations in which
an applicant is deprived of patent term
extension or adjustment because a BPAI
panel designates a decision as a remand
rather than as a reversal coupled with a
remand.

Comment 2: One comment suggested
that the Office should amend the rules
of practice to permit the BPAI to
designate a remand as a decision by the
BPAI reversing an adverse
determination of patentability.

Response: It is unnecessary to amend
the rules of practice to provide that a
BPAI panel may designate a remand as
a decision by the BPAI reversing an
adverse determination of patentability.
First, a BPAI panel may do so in essence
by designating the decision as a reversal
coupled with a remand. Second, a BPAI
panel remand will be considered a
“decision in the review reversing an
adverse determination of patentability”
under §1.701(a)(3) or §1.702(e) as
amended in this final rule if the remand
is the last action by a panel of the Board
of Patent Appeals and Interferences
prior to the mailing of a notice of
allowance under 35 U.S.C. 151 in the
application (except if there is filed a
request for continued examination
under 35 U.S.C. 132(b) (§1.114) that
was not first preceded by the mailing,
after such remand, of at least one of an
action under 35 U.S.C. 132 or a notice
of allowance under 35 U.S.C. 151.).

Comment 3: One comment suggested
that the Office should treat a remand by
a BPAI administrator the same as a
remand by a BPAI panel in determining
whether the remand is considered a
decision in the review reversing an
adverse determination of patentability
for patent term extension and
adjustment purposes.

Response: The Office cannot treat a
remand or other order by an
administrator as a “decision in the
review reversing an adverse
determination of patentability”” for
patent term extension or adjustment
purposes because an administrator is
not a member of the BPAI as defined in
35 U.S.C. 6(a) and because 35 U.S.C.
6(b) requires that appeals be heard by at
least three members of the BPAI. While
the Office has proposed to define BPAI
as including a BPAI member or
employee acting with the authority of
the BPAI for certain purposes (proposed
§41.2(2)), the Office has cautioned that
this definition of “BPAI” is not
applicable in a situation in which action
by a BPAI panel is required by statute,
and has also proposed to define BPAI
member as a member of the BPAI as set
forth in 35 U.S.C. 6(a) (proposed
§41.2(3)). See Rules of Practice Before
the Board of Patent Appeals and
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Interferences, 68 FR 66647, 66649 (Nov.
26, 2003), 1277 Off. Gaz. Pat. Office 157,
159 (Dec. 23, 2003) (proposed rule).

Comment 4: Several comments
suggested that the filing of an
information disclosure statement or
certain amendments should not
preclude a remand from being
considered a decision in the review
reversing an adverse determination of
patentability for patent term extension
or adjustment purposes. The comments
provided the following examples of
amendments that should not preclude a
remand from being considered a
decision in the review reversing an
adverse determination of patentability
for patent term extension or adjustment
purposes: (1) Amendments which only
correct formal matters (e.g., update the
address of a depository such as the
American Type Culture Collection
(ATCQC); (2) amendments which improve
the clarity of the claims; (3)
amendments which rejoin claims that
were withdrawn pending the allowance
of a product claim; (4) amendments
which only define the claims over
newly cited prior art; (5) an examiner’s
amendment or examiner requested
amendment; (6) amendments that do not
address the merits of the claims; (7)
amendments that change the title or
abstracts to correspond to all of the
allowed claims; (8) inconsistencies
between reference characters used in the
specification and those used in the
drawings; (9) inconsistent case use of
pronouns; (10) resubmission of
documents that were lost by the Office;
(11) amendments which incorporate
limitations from a dependent claim into
an independent claim; and (12) any
amendment so long as at least one
previously rejected claim is allowed in
unamended form. One comment
suggested that if an information
disclosure statement contains a
certification under § 1.704(d), the
information disclosure statement should
not preclude a remand from being
considered a decision in the review
reversing an adverse determination of
patentability for patent term extension
or adjustment purposes. One comment
suggested that a remand should be
treated as a decision by the BPAI
reversing an adverse determination of
patentability any time the examiner sua
sponte withdraws all of the rejections
against any one claim. Finally, one
comment suggested that if the Office
drops any issue raised upon appeal after
the remand, the examiner’s dropping of
an issue raised upon appeal should be
considered a decision in the review
reversing an adverse determination of
patentability.

Response: The suggestions are
adopted in part as follows. If an
application is remanded by a panel of
the BPAI and the remand is the last
action of a BPAI panel prior to the
mailing of a notice of allowance under
35 U.S.C. 151 in the application, the
Office will consider that remand to be
a decision in the review reversing an
adverse determination of patentability.
Therefore, if the examiner allows the
application (patent term extension or
adjustment is not relevant if the
application is not ultimately allowed)
without returning the application to the
BPAI for decision (and thus the BPAI
panel remand is the last action by a
BPAI panel in the application), the
Office will consider that remand to be
a decision in the review reversing an
adverse determination of patentability.
A panel remand, however, shall not be
considered a decision in the review
reversing an adverse determination of
patentability if there is filed a request
for continued examination under 35
U.S.C. 132(b) (§1.114) that was not first
preceded by the mailing, after such
remand, of at least one of an action
under 35 U.S.C. 132 or a notice of
allowance under 35 U.S.C. 151.

Comment 5: One comment also
suggested that the Office should permit
applicant to petition under § 1.705 for a
case-by-case determination of whether
the BPAI remand should be considered
a decision in the review reversing an
adverse determination of patentability
for patent term extension or adjustment
purposes.

Response: The statutory scheme of 35
U.S.C. 154(b) provides that patent term
adjustment and reductions to patent
term adjustment are determined by
objective criteria rather than on the
basis of ad hoc determinations. That is,
35 U.S.C. 154(b)(1) specifies certain
objective conditions under which
(subject to certain conditions and
limitations) an applicant is entitled to
patent term adjustment, and 35 U.S.C.
154(b)(2)(C) requires the Office to
specify (by regulations) the conditions
under which there will be a reduction
of patent term adjustment under 35
U.S.C. 154(b)(1). Thus, it is more in line
with the statutory scheme set forth in 35
U.S.C. 154(b) for the Office to specify
objective criteria under which a BPAI
panel remand will be considered a
decision in the review reversing an
adverse determination of patentability
for patent term extension or adjustment
purposes, than it would be to leave this
to case-by-case determinations.

In addition, as discussed in the final
rule to implement the patent term
adjustment provisions of the AIPA: “the
Office must make its patent term

adjustment determinations by a
computer program that uses the
information recorded in the Office’s
automated patent application
information system (the Patent
Application Location and Monitoring
system or PALM system). Thus, the
Office must determine whether the
Board of Patent Appeals and
Interferences (or court) decision was of
a nature such that ‘the patent was issued
under a decision in the review reversing
an adverse determination of
patentability’ under 35 U.S.C.
154(b)(1)(C)(iii) from information
concerning the decision susceptible of
being recorded in the PALM system
(rather than by a case-by-case review of
each decision).” See Changes To
Implement Patent Term Adjustment
Under Twenty-Year Patent Term, 65 FR
at 56370, 1239 Off. Gaz. Pat. Office at
17 (quoting 35 U.S.C. 154(b)(1)(C)(iii)).

Comment 6: One comment suggests
that the rule be automatically
retroactively applied or alternately set
up a petition procedure where patentees
would be allowed to petition for
recalculation of the patent term
extension or adjustment determination
based upon the amended rule.

Response: The Office cannot
“automatically” apply revised
§§1.701(a)(3) and 1.702(e) retroactively
in applications in which the notice of
allowance was mailed before May 24,
2004. However, a patentee who believes
that the patent term extension or
adjustment indicated on his or her
patent would have been calculated
differently under § 1.701(a)(3) or
§1.702(e) as amended in this final rule
may file a request for reconsideration of
the patent term extension or adjustment
indicated on the patent. Any such
request for reconsideration must be filed
no later than July 21, 2004.

For applications in which the notice
of allowance is mailed on or after May
24, 2004, any applicant who believes
that the URAA patent term extension
(§1.701) or AIPA patent term
adjustment (§§ 1.702 through 1.705)
indicated in the notice of allowance was
not calculated correctly in view of the
changes to §1.701(a)(3) or § 1.702(e) in
this final rule must file a timely petition
under § 1.181 or timely request for
reconsideration under § 1.705(b)
(respectively) to have the patent term
extension or adjustment determination
corrected. Any applicant who believes
that the URAA patent term extension
(§1.701) or AIPA patent term
adjustment (§§ 1.702 through 1.705)
indicated in the notice of allowance was
not calculated correctly on any basis
other than the changes to § 1.701(a)(3) or
§1.702(e) in this final rule must file a
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timely petition under § 1.181 or timely
request for reconsideration under
§1.705(b) (respectively) to have the
patent term extension or adjustment
determination corrected.

Comment 7: One comment suggests
that the period of adjustment for
administrative delay should end on the
date of the mailing of the notice of
allowance, not on the mailing date of
the remand.

Response: The suggestion is not
adopted. If an application is allowed
after a panel remand by the BPAI, the
period of appellate review ended with
the decision (remand) by the BPAIL

Comment 8: Several comments
indicated that events such as the filing
of a request for refund or the filing of
a status letter are caused by an Office
error or delay, and should not result in
a reduction of patent term adjustment
under §1.704(c)(10).

Response: The patent term adjustment
provisions of 35 U.S.C. 154(b) provide
that “[t]he Director shall prescribe
regulations establishing the
circumstances that constitute a failure of
an applicant to engage in reasonable
efforts to conclude processing or
examination of an application.” See 35
U.S.C. 154(b)(2)(C)(iii). Section
1.704(c)(10) provides that circumstances
that constitute a failure of the applicant
to engage in reasonable efforts to
conclude processing or examination of
an application also include
“[s]lubmission of an amendment under
§ 1.312 or other paper after a notice of
allowance has been given or mailed, in
which case the period of adjustment set
forth in § 1.703 shall be reduced by the
lesser of: (i) [tlhe number of days, if any,
beginning on the date the amendment
under § 1.312 or other paper was filed
and ending on the mailing date of the
Office action or notice in response to the
amendment under § 1.312 or such other
paper; or (ii) [flour months.” The Office
did not propose any change to the
provisions of § 1.704(c). The 21st
Century Strategic Plan notice of
proposed rule making, however, did
include a previously published
clarification of the provisions of
§1.704(c)(10). See Clarification of 37
CFR 1.704(c)(10)—Reduction of Patent
Term Adjustment for Certain Types of
Papers Filed After a Notice of
Allowance Has Been Mailed, 1247 Off.
Gaz. Pat. Office at 111-12.

The filing of certain papers, such as
a request for refund or a status letter,
after a notice of allowance has been
mailed causes substantial interference
with the patent issue process. See id.
Therefore, pursuant to the authority to
35 U.S.C. 154(b)(2)(C)(iii), the Office has
prescribed a regulation (§ 1.704(c)(1))

establishing the filing of such papers
after a notice of allowance has been
mailed as a failure of an applicant to
engage in reasonable efforts to conclude
processing or examination of an
application.

Section 1.26(b) provides a lengthy
(two-year) period for filing any request
for refund. Thus, applicants may avoid
a reduction of any patent term
adjustment by not filing a request for
refund during the period between the
mailing of a notice of allowance and the
date the patent is issued. Applicants
who choose to file a request for refund
at a time when the filing of such a paper
causes interference with the patent issue
process must accept the negative impact
on patent term adjustment that will
result from such a course of action.

As discussed above, the PAIR system
provides public access to PALM for
patents and applications that have been
published which can be accessed over
the Internet (at http://pair.uspto.gov),
and has a private side (http://pair-
direct.uspto.gov) which may be used by
an applicant to access confidential
information about his or her pending
application. See id. Thus, applicants
who choose to file status letters rather
than check the status of their
applications via the PAIR system must
accept the negative impact on patent
term adjustment that will result from
such a course of action.

Comment 9: Several comments
indicated that the thirty-day period
provided in § 1.704(d) was too short and
should be changed to three months for
consistency with § 1.97(e).

Response: Section 1.704(d) was
adopted to permit applicants to submit
information cited in a communication
from a foreign patent office in a
counterpart application to the Office
without a reduction in patent term
adjustment if an information disclosure
statement is promptly (within thirty
days of receipt of the communication)
submitted to the Office.

See Changes to Implement Patent
Term Adjustment Under Twenty-Year
Patent Term, 65 FR at 56373, 56385,
1239 Off. Gaz. Pat. Office at 20, 30-31.
The Office did not propose to change
the thirty-day period provided in
§1.704(d).

Section 1.704(d) does not provide that
an information disclosure statement
must be submitted within its thirty-day
period to avoid a reduction of patent
term adjustment (or to be considered by
the Office), but rather provides a “safe-
harbor”” against reductions to patent
term adjustment under §§ 1.704(c)(6),
(c)(8), (c)(9), or (c)(10) that may result
from the filing of an information
disclosure statement. The filing of an

information disclosure statement during
any of the periods set forth in

§§ 1.704(c)(6), (c)(8), (c)(9), or (c)(10)
will interfere with the patent
examination or printing process.
Therefore, the Office must limit the time
period in § 1.704(d) to thirty days to
avoid substantial interference with the
Office’s ability to meet the time frames
specified in 35 U.S.C. 154(b)(1). See
Changes to Implement Patent Term
Adjustment Under Twenty-Year Patent
Term, 65 FR at 56385, 1239 Off. Gaz.
Pat. Office at 30.

Rule Making Considerations
Administrative Procedure Act

The change to § 1.703 in this final rule
simply amends its provisions for
consistency with 35 U.S.C. 154(b)(2)(A),
and the change to § 1.705 concerns only
the procedures for requesting
reconsideration of the patent term
adjustment determination printed on
the patent. Therefore, these rule changes
involve interpretive rules, or rules of
agency practice and procedure under 5
U.S.C. 553(b)(A), and prior notice and
an opportunity for public comment
were not required pursuant to 5 U.S.C.
553(b)(A) (or any other law). See
Bachow Communications Inc. v. FCC,
237 F.3d 683, 690 (D.C. Cir. 2001) (rules
governing an application process are
“rules of agency organization,
procedure, or practice” and exempt
from the Administrative Procedure Act’s
notice and comment requirement).

Regulatory Flexibility Act

As discussed previously, the changes
to §§1.703 and 1.705 involve
interpretive rules, or rules of agency
practice and procedure under 5 U.S.C.
553(b)(A), for which prior notice and an
opportunity for public comment were
not required pursuant to 5 U.S.C.
553(b)(A) (or any other law).

The Deputy General Counsel for
General Law of the United States Patent
and Trademark Office has certified to
the Chief Counsel for Advocacy of the
Small Business Administration that
changes in this final rule will not have
a significant economic impact on a
substantial number of small entities
(Regulatory Flexibility Act, 5 U.S.C.
605(b)). The provisions of the
Regulatory Flexibility Act relating to the
preparation of a flexibility analysis are
not applicable to this rule making
because the changes in this final rule
will not have a significant economic
impact on a substantial number of small
entities.

The primary change in this final rule
(§§1.701 and 1.702) is to set forth the
circumstances under which the Office
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will consider a remand by the BPAI to
be a decision in the review reversing an
adverse determination of patentability
for purposes of patent term extension
and patent term adjustment. Of the
3,843 decisions in ex parte appeals in
fiscal year 2003, 454 of these decisions
remanded the application without
affirming or reversing any of the
rejections on appeal. Since
approximately 25% of the patents
granted in fiscal year 2003 were to small
entities, the Office estimates that
approximately 114 small entity
applicants may be affected by the
change to §§1.701 and 1.702 in this
final rule. Since the Office received over
350,000 nonprovisional applications in
fiscal year 2003, the change to §§1.701
and 1.702 in this final rule would
impact relatively few (fewer than 0.1%
of) patent applicants.

The change to § 1.704 merely clarifies
that the thirty-day time period in
§1.704(d) runs from the first citation of
the information by a foreign patent
office, and that a subsequent citation of
the same information by another foreign
patent office would not start a new
thirty-day period. Thus, the change to
§1.704 in this final rule will not have
a significant economic impact on any
entity.

In any event, the changes in this final
rule merely concern the Office’s manner
of calculating patent term extension or
patent term adjustment determination in
certain situations, and revise the time
period (from thirty days to two months)
for requesting reconsideration of the
patent term adjustment determination
printed on the patent. The changes in
this final rule would not impose any
additional fees or requirements on any
patent applicant. The Office published a
notice of proposed rule making and
certified that an initial Regulatory Act
Analysis was not required. No comment
on the changes being adopted in this
final rule made reference to any impact
of the changes on small entities.

Executive Order 13132

This rule making does not contain
policies with federalism implications
sufficient to warrant preparation of a
Federalism Assessment under Executive
Order 13132 (Aug. 4, 1999).

Executive Order 12866

This rule making has been determined
to be not significant for purposes of
Executive Order 12866 (Sept. 30, 1993).

Paperwork Reduction Act

This final rule involves information
collection requirements which are
subject to review by the Office of
Management and Budget (OMB) under

the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.). The collection
of information involved in this final rule
has been reviewed and previously
approved by OMB under OMB control
number 0651-0020. The United States
Patent and Trademark Office is not
resubmitting an information collection
package to OMB for its review and
approval because the changes in this
final rule do not affect the information
collection requirements associated with
the information collection under OMB
control number 0651-0020.

The title, description and respondent
description of this information
collection is shown below with an
estimate of the annual reporting
burdens. Included in the estimate is the
time for reviewing instructions,
gathering and maintaining the data
needed, and completing and reviewing
the collection of information. The
primary change in this final rule is to set
forth the circumstances under which the
Office will consider a remand by the
BPAI to be a decision in the review
reversing an adverse determination of
patentability for purposes of patent term
extension and patent term adjustment.

OMB Number: 0651-0020.

Title: Patent Term Extension.

Form Numbers: None.

Type of Review: Approved through
October of 2004.

Affected Public: Individuals or
households, business or other for-profit
institutions, not-for-profit institutions,
farms, Federal Government and State,
Local and Tribal Governments.

Estimated Number of Respondents:
26,859.

Estimated Time Per Response:
Between 1 and 25 hours.

Estimated Total Annual Burden
Hours: 30,905 hours.

Needs and Uses: The information
supplied to the United States Patent and
Trademark Office by an applicant
requesting reconsideration of a patent
term adjustment determination under 35
U.S.C. 154(b) (§ 1.702 et seq.) is used by
the United States Patent and Trademark
Office to determine whether its
determination of patent term adjustment
under 35 U.S.C. 154(b) is correct, and
whether the applicant is entitled to
reinstatement of reduced patent term
adjustment. The information supplied to
the United States Patent and Trademark
Office by an applicant seeking a patent
term extension under 35 U.S.C. 156
(§1.710 et seq.) is used by the United
States Patent and Trademark Office, the
Department of Health and Human
Services, and the Department of
Agriculture to determine the eligibility
of a patent for extension and to
determine the period of any such

extension. The applicant can apply for
patent term and interim extensions,
petition the Office to review final
eligibility decisions, withdraw patent
term applications, and declare his or her
eligibility to apply for a patent term
extension.

Comments are invited on: (1) whether
the collection of information is
necessary for proper performance of the
functions of the agency; (2) the accuracy
of the agency’s estimate of the burden;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
to respondents.

Interested persons are requested to
send comments regarding these
information collections, including
suggestions for reducing this burden, to
Robert J. Spar, Director, Office of Patent
Legal Administration, Commissioner for
Patents, P.O. Box 1450, Alexandria, VA
22313-1450, or to the Office of
Information and Regulatory Affairs,
Office of Management and Budget, New
Executive Office Building, Room 10235,
725 17th Street, NW., Washington, DC
20503, Attention: Desk Officer for the
United States Patent and Trademark
Office.

Notwithstanding any other provision
of law, no person is required to respond
to nor shall a person be subject to a
penalty for failure to comply with a
collection of information subject to the
requirements of the Paperwork
Reduction Act unless that collection of
information displays a currently valid
OMB control number.

List of Subjects in 37 CFR Part 1

Administrative practice and
procedure, Courts, Freedom of
Information, Inventions and patents,
Reporting and record keeping
requirements, Small Businesses.

m For the reasons set forth in the
preamble, 37 CFR Part 1 is amended as
follows:

PART 1—RULES OF PRACTICE IN
PATENT CASES

m 1. The authority citation for 37 CFR
Part 1 continues to read as follows:

Authority: 35 U.S.C. 2(b)(2).

m 2. Section 1.701 is amended by
revising paragraph (a)(3) to read as
follows:

§1.701 Extension of patent term due to
examination delay under the Uruguay
Round Agreements Act (original
applications, other than designs, filed on or
after June 8, 1995, and before May 29,
2000).

(a)***
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(3) Appellate review by the Board of
Patent Appeals and Interferences or by
a Federal court under 35 U.S.C. 141 or
145, if the patent was issued pursuant
to a decision in the review reversing an
adverse determination of patentability
and if the patent is not subject to a
terminal disclaimer due to the issuance
of another patent claiming subject
matter that is not patentably distinct
from that under appellate review. If an
application is remanded by a panel of
the Board of Patent Appeals and
Interferences and the remand is the last
action by a panel of the Board of Patent
Appeals and Interferences prior to the
mailing of a notice of allowance under
35 U.S.C. 151 in the application, the
remand shall be considered a decision
in the review reversing an adverse
determination of patentability as that
phrase is used in 35 U.S.C. 154(b)(2) as
amended by section 532(a) of the
Uruguay Round Agreements Act, Public
Law 103-465, 108 Stat. 4809, 4983—-85
(1994), and a final decision in favor of
the applicant under paragraph (c)(3) of
this section. A remand by a panel of the
Board of Patent Appeals and
Interferences shall not be considered a
decision in the review reversing an
adverse determination of patentability
as provided in this paragraph if there is
filed a request for continued
examination under 35 U.S.C. 132(b) that
was not first preceded by the mailing,
after such remand, of at least one of an
action under 35 U.S.C. 132 or a notice
of allowance under 35 U.S.C. 151.

* * * * *

m 3. Section 1.702 is amended by

revising paragraph (e) to read as follows:

§1.702 Grounds for adjustment of patent
term due to examination delay under the
Patent Term Guarantee Act of 1999 (original
applications, other than designs, filed on or
after May 29, 2000).

* * * * *

(e) Delays caused by successful
appellate review. Subject to the
provisions of 35 U.S.C. 154(b) and this
subpart, the term of an original patent
shall be adjusted if the issuance of the
patent was delayed due to review by the
Board of Patent Appeals and
Interferences under 35 U.S.C. 134 or by
a Federal court under 35 U.S.C. 141 or
145, if the patent was issued under a
decision in the review reversing an
adverse determination of patentability.
If an application is remanded by a panel
of the Board of Patent Appeals and
Interferences and the remand is the last
action by a panel of the Board of Patent
Appeals and Interferences prior to the
mailing of a notice of allowance under
35 U.S.C. 151 in the application, the
remand shall be considered a decision

by the Board of Patent Appeals and
Interferences as that phrase is used in 35
U.S.C. 154(b)(1)(A)(iii), a decision in the
review reversing an adverse
determination of patentability as that
phrase is used in 35 U.S.C.
154(b)(1)(C)(iii), and a final decision in
favor of the applicant under § 1.703(e).
A remand by a panel of the Board of
Patent Appeals and Interferences shall
not be considered a decision in the
review reversing an adverse
determination of patentability as
provided in this paragraph if there is
filed a request for continued
examination under 35 U.S.C. 132(b) that
was not first preceded by the mailing,
after such remand, of at least one of an
action under 35 U.S.C. 132 or a notice
of allowance under 35 U.S.C. 151.

* * * * *

m 4. Section 1.703 is amended by
revising paragraph (f) to read as follows.

§1.703 Period of adjustment of patent
term due to examination delay.

* * * * *

(f) The adjustment will run from the
expiration date of the patent as set forth
in 35 U.S.C. 154(a)(2). To the extent that
periods of delay attributable to the
grounds specified in § 1.702 overlap, the
period of adjustment granted under this
section shall not exceed the actual
number of days the issuance of the
patent was delayed. The term of a patent
entitled to adjustment under § 1.702 and
this section shall be adjusted for the
sum of the periods calculated under
paragraphs (a) through (e) of this
section, to the extent that such periods
are not overlapping, less the sum of the
periods calculated under § 1.704. The
date indicated on any certificate of
mailing or transmission under § 1.8
shall not be taken into account in this
calculation.

* * * * *

m 5. Section 1.704 is amended by
revising paragraph (d) to read as
follows.

§1.704 Reduction of period of adjustment
of patent term.

* * * * *

(d) A paper containing only an
information disclosure statement in
compliance with §§1.97 and 1.98 will
not be considered a failure to engage in
reasonable efforts to conclude
prosecution (processing or examination)
of the application under paragraphs
(c)(8), (c)(8), (c)(9), or (c)(10) of this
section if it is accompanied by a
statement that each item of information
contained in the information disclosure
statement was first cited in any
communication from a foreign patent

office in a counterpart application and
that this communication was not
received by any individual designated
in § 1.56(c) more than thirty days prior
to the filing of the information
disclosure statement. This thirty-day

period is not extendable.
* * * * *

m 6. Section 1.705 is amended by
revising paragraph (d) to read as
follows:

§1.705 Patent term adjustment
determination.
* * * * *

(d) If there is a revision to the patent
term adjustment indicated in the notice
of allowance, the patent will indicate
the revised patent term adjustment. If
the patent indicates or should have
indicated a revised patent term
adjustment, any request for
reconsideration of the patent term
adjustment indicated in the patent must
be filed within two months of the date
the patent issued and must comply with
the requirements of paragraphs (b)(1)
and (b)(2) of this section. Any request
for reconsideration under this section
that raises issues that were raised, or
could have been raised, in an
application for patent term adjustment
under paragraph (b) of this section shall
be dismissed as untimely as to those
issues.

* * * * *

Dated: April 16, 2004.
Jon W. Dudas,

Acting Under Secretary of Commerce for
Intellectual Property and Acting Director of
the United States Patent and Trademark
Office.

[FR Doc. 04-9144 Filed 4-21-04; 8:45 am]
BILLING CODE 3510-16-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[AZ 126-0074b; FRL-7650-3]

Interim Final Determination That State
Has Corrected a Deficiency in the
Arizona State Implementation Plan,
Arizona Department of Environmental
Quality

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Interim final determination.

SUMMARY: EPA is making an interim
final determination to stay and/or defer
imposition of sanctions based on a
proposed approval of revisions to the
Arizona Department of Environmental
Quality (ADEQ) portion of the Arizona
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State Implementation Plan (SIP)
published elsewhere in today’s Federal
Register. The revisions concern ADEQ
Rule R18-2-702.

DATES: This interim final determination
is effective on April 22, 2004. However,
comments will be accepted until May
24, 2004.

ADDRESSES: Send comments to Andy
Steckel, Rulemaking Office Chief (AIR—
4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105, or e-
mail to steckel.andrew@epa.gov, or
submit comments at http://
www.regulations.gov.

You can inspect a copy of the
submitted rule revisions and EPA’s
technical support document (TSD) at
our Region IX office during normal
business hours by appointment. You
may also see a copy of the submitted
rule revisions and TSD at the following
locations:

Environmental Protection Agency, Air
Docket (6102), Ariel Rios Building,
1200 Pennsylvania Avenue, NW.,
Washington, DC 20460.

Arizona Department of Environmental
Quality, 3033 North Central Avenue,
Phoenix, AZ 85012.

A copy of the rules may also be
available via the Internet at http://
www.sosaz.com/public_services/
Title_18/18-02.htm. Please be advised
that this is not an EPA Web site and
may not contain the same version of
the rule that was submitted to EPA.

FOR FURTHER INFORMATION CONTACT: Al
Petersen, Rulemaking Office (AIR—4),
U.S. Environmental Protection Agency,
Region IX, (415) 947—4118 or
petersen.alfred@epa.gov.

SUPPLEMENTARY INFORMATION:
I. Background

On September 23, 2002 (67 FR 59456),
we published a full disapproval of
ADEQ Rule R18-2-702 as revised
locally on November 13, 1993 and
submitted by the State on July 15, 1998.
We based our full disapproval action on
deficiencies in the submittal. This
disapproval action started a sanctions
clock for imposition of offset sanctions
18 months after October 23, 2002 and
highway sanctions 6 months later,
pursuant to section 179 of the Clean Air
Act (CAA) and our regulations at 40
CFR 52.31.

On August 8, 2003, ADEQ adopted
revisions to Rule R18—-2-702 that were
intended to correct the deficiencies
identified in our limited disapproval
action. On January 16, 2004, the State
submitted these revisions to EPA. In the
Proposed Rules section of today’s

Federal Register, we have proposed
approval of this submittal because we
believe it corrects the deficiencies
identified in our September 23, 2002,
disapproval action. Based on today’s
proposed approval, we are taking this
final rulemaking action, effective on
publication, to stay and/or defer
imposition of sanctions that were
triggered by our September 23, 2002,
full disapproval.

EPA is providing the public with an
opportunity to comment on this stay/
deferral of sanctions. If comments are
submitted that change our assessment
described in this final determination
and the proposed full approval of
revised ADEQ Rule R18-2-702, we
intend to take subsequent final action to
reimpose sanctions pursuant to 40 CFR
51.31(d). If no comments are submitted
that change our assessment, then all
sanctions and sanction clocks will be
permanently terminated on the effective
date of a final rule approval.

II. EPA Action

We are making an interim final
determination to stay and/or defer CAA
section 179 sanctions associated with
ADEQ Rule R18-2-702 based on our
concurrent proposal to approve the
State’s SIP revision as correcting
deficiencies that initiated sanctions.

Because EPA has preliminarily
determined that the State has corrected
the deficiencies identified in EPA’s
limited disapproval action, relief from
sanctions should be provided as quickly
as possible. Therefore, EPA is invoking
the good cause exception under the
Administrative Procedure Act (APA) in
not providing an opportunity for
comment before this action takes effect
(5 U.S.C. 553(b)(3)). However, by this
action EPA is providing the public with
a chance to comment on EPA’s
determination after the effective date,
and EPA will consider any comments
received in determining whether to
reverse such action.

EPA believes that notice-and-
comment rulemaking before the
effective date of this action is
impracticable and contrary to the public
interest. EPA has reviewed the State’s
submittal and, through its proposed
action, is indicating that it is more likely
than not that the State has corrected the
deficiencies that started the sanctions
clocks. Therefore, it is not in the public
interest to initially impose sanctions or
to keep applied sanctions in place when
the State has most likely done all it can
to correct the deficiencies that triggered
the sanctions clocks. Moreover, it would
be impracticable to go through notice-
and-comment rulemaking on a finding
that the State has corrected the

deficiencies prior to the rulemaking
approving the State’s submittal.
Therefore, EPA believes that it is
necessary to use the interim final
rulemaking process to stay and/or defer
sanctions while EPA completes its
rulemaking process on the approvability
of the State’s submittal. Moreover, with
respect to the effective date of this
action, EPA is invoking the good cause
exception to the 30-day notice
requirement of the APA because the
purpose of this notice is to relieve a
restriction (5 U.S.C. 553(d)(1)).

III. Statutory and Executive Order
Reviews

This action stays and/or defers federal
sanctions and imposes no additional
requirements.

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget.

This action is not subject to Executive
Order 13211, “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) because it is
not a significant regulatory action.

The Administrator certifies that this
action will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.).

This rule does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (2 U.S.C. 1501 et
seq.).

This rule does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000).

This action does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999).

This rule is not subject to Executive
Order 13045, “Protection of Children
from Environmental Health Risks and
Safety Risks” (62 FR 19885, April 23,
1997), because it is not economically
significant.
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The requirements of section 12(d) of
the National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272) do not apply to this rule because
it imposes no standards.

This rule does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to Congress and the
Comptroller General. However, 5 U.S.C.
808 provides that any rule for which the
issuing agency for good cause finds that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
to the public interest, shall take effect at
such time as the agency promulgating
the rule determines. 5 U.S.C. 808(2).
EPA has made such a good cause
finding, including the reasons therefor,
and established an effective date of
April 22, 2004. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This rule is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by June 21, 2004. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purpose of judicial review nor does it
extend the time within which petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2)).

List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Intergovernmental
regulations, Particulate matter,
Reporting and recordkeeping
requirements.
Dated: April 5, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.
[FR Doc. 04—9040 Filed 4—21-04; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA 218-0433a; FRL-7640-7]
Revisions to the California State

Implementation Plan, Kern County Air
Pollution Control District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action to approve revisions to the Kern
County Air Pollution Control District
(KCAPCD) portion of the California
State Implementation Plan (SIP). The
KCAPCD revisions concern stack
sampling, standards for granting
applications, and the emission of
particulate matter (PM-10) from
agricultural burning and prescribed
burning. We are approving local rules
that administer regulations and regulate
emission sources under the Clean Air
Act as amended (CAA or the Act).
DATES: This rule is effective on June 21,
2004 without further notice, unless EPA
receives adverse comments by May 24,
2004. If we receive such comments, we
will publish a timely withdrawal in the
Federal Register to notify the public
that this rule will not take effect.
ADDRESSES: Mail or e-mail comments to
Andy Steckel, Rulemaking Office Chief
(AIR—-4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105, or e-
mail to steckel.andrew@epa.gov, or
submit comments at http://
www.regulations.gov.

TABLE 1.—SUBMITTED RULES

You can inspect copies of the
submitted rule revisions and EPA’s
technical support documents (TSDs) at
our Region IX office during normal
business hours. You may also see copies
of the submitted rule revisions and
TSDs at the following locations:

Environmental Protection Agency, Air
Docket (6102), Ariel Rios Building,
1200 Pennsylvania Avenue, NW.,
Washington DC 20460.

California Air Resources Board,
Stationary Source Division, Rule
Evaluation Section, 1001 “I”’ Street,
Sacramento, CA 95814.

Kern County Air Pollution Control
District, 2700 “M” Street, Suite 302,
Bakersfield, CA 93301.

A copy of the rule may also be available
via the Internet at http://
www.arb.ca.gov/drdb/drdbltxt.htm.
Please be advised that this is not an
EPA Web site and may not contain the
same version of the rule that was
submitted to EPA.

FOR FURTHER INFORMATION CONTACT: Al
Petersen, Rulemaking Office (AIR-4),
U.S. Environmental Protection Agency,
Region IX, (415) 947-4118,
petersen.alfred@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.

Table of Contents

I. The State’s Submittal
A. What rules did the State submit?
B. Are there other versions of these rules?
C. What is the purpose of the rule
revisions?
II. EPA’s Evaluation and Action
A. How is EPA evaluating the rules?
B. Do the rules meet the evaluation
criteria?
C. EPA recommendation to further improve
the rules
D. Public comment and final action
III. Statutory and Executive Order Reviews

I. The State’s Submittal
A. What Rules Did the State Submit?

Table 1 lists the rules we are
approving with the date that they were
adopted by the local air agencies and
submitted by the California Air
Resources Board (CARB).

” ’s

us

Local agency Rule No. Rule title Amended Submitted
KCAPCD ....ccoiiiiiiieeeeeee 108 | Stack SamMPliNg ....cccviviieiiice e 07/24/03 11/04/03
KCAPCD .... 208 | Standards for Granting Applications 09/17/98 10/27/98
KCAPCD ....ccoiiiiiiieeeeeee 417 | Agricultural and Prescribed Burning 07/24/03 11/04/03.

On December 23, 2003, the submittal
of Rules 108 and 417 was found to meet

the completeness criteria in 40 CFR part
51, appendix V, which must be met

before formal EPA review. On December
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18, 1998, the submittal of Rule 208 was
found to meet the completeness criteria.

B. Are There Other Versions of These
Rules?

We approved KCAPCD Rule 108 into
the SIP on August 10, 2001 (68 FR
52510), originally adopted on April 18,
1972. We approved KCAPCD Rule 208
into the SIP on September 22, 1972 (37
FR 19812), originally adopted on April
18, 1972. We approved KCAPCD Rule
417 into the SIP on September 4, 2003
(68 FR 52510), originally adopted on
April 18, 1972.

C. What Is the Purpose of the Submitted
Rule Revisions?

PM-10 harms human health and the
environment. Section 110(a) of the CAA
requires states to submit regulations that
control PM—10 emissions.

The purpose of the revisions to
KCAPCD Rule 108 is to make the
following change:

¢ Deleted is the obsolete section on
rule effective date and compliance date.

The purpose of the revisions to
KCAPCD Rule 208 is to make the
following changes:

e Added is the requirement for the
equipment to comply with Federal
regulations.

e Added is the requirement to specify
conditions, if required for compliance.

e Added is the requirement to submit
a California Environmental Quality Act
(CEQA) Indemnity Agreement, if
required by the Control Officer.

The purpose of the revisions to
KCAPCD Rule 108 is to make the
following changes:

e Deleted is the exemption to allow
open burning on no-burn days for
agricultural operations in the growing of
crops or raising of fowl or animals at
altitudes above 3,000 feet.

e Deleted is the exemption to allow
open burning on no-burn days at
elevations over 6,000 feet.

1I. EPA’s Evaluation and Action

A. How Is EPA Evaluating the Rules?

Generally, SIP rules must be
enforceable (see section 110(a) of the
CAA) and must not relax existing
requirements (see sections 110(l) and
193). This applies to administrative
Rules 108 and 208.

Section 189(a) of the CAA requires
moderate nonattainment areas with
significant PM-10 sources to adopt
reasonably available control measures
(RACM), including reasonably available
control technology (RACT). KCAPCD is
a PM—-10 maintenance attainment area
that was previously PM—10 moderate
nonattainment. The PM-10 Attainment

Demonstration Maintenance Plan and
Redesignation Request, KCAPCD
(September 5, 2002) does not rely on
Rule 417 for attainment, therefore
fulfilling RACM/RACT is not required.

The following guidance documents
were used for reference:

e Requirements for Preparation,
Adoption, and Submittal of
Implementation Plans, U.S. EPA, 40
CFR part 51.

e General Preamble Appendix C3—
Prescribed Burning Control Measures
(57 FR 18072, April 28, 1992).

e Prescribed Burning Background
Document and Technical Information
Document for Best Available Control
Measures (EPA—450/2-92-003).

e General Preamble for the
Implementation of Title I of the Clean
Air Act Amendments of 1990, 57 FR
13498, 13540 (April 16, 1992).

e PM-10 Attainment Demonstration
Maintenance Plan and Redesignation
Request, KCAPCD (September 5, 2002).

B. Do the Rules Meet the Evaluation
Criteria?

We believe the rules are consistent
with the relevant policy and guidance
regarding enforceability, SIP relaxations,
and fulfilling RACM/RACT.

The TSDs have more information on
our evaluation.

C. EPA Recommendation to Further
Improve the Rules

The TSD describes an additional
revision for KCAPCD Rule 108 that does
not affect EPA’s current action but is
recommended for the next time the local
agency modifies the rules.

D. Public Comment and Final Action

As authorized in section 110(k)(3) of
the CAA, EPA is fully approving the
submitted rules because we believe they
fulfill all relevant requirements. We do
not think anyone will object to this, so
we are finalizing the approval without
proposing it in advance. However, in
the Proposed Rules section of this
Federal Register, we are simultaneously
proposing approval of the same
submitted rules. If we receive adverse
comments by May 24, 2004, we will
publish a timely withdrawal in the
Federal Register to notify the public
that the direct final approval will not
take effect and we will address the
comments in a subsequent final action
based on the proposal. If we do not
receive timely adverse comments, the
direct final approval will be effective
without further notice on June 21, 2004.
This will incorporate these rules into
the federally-enforceable SIP.

Please note that if EPA receives
adverse comment on an amendment,

paragraph, or section of this direct final
rule and if that provision may be
severed from the remainder of the rule,
EPA may adopt as final those provisions
of the rule that are not the subject of an
adverse comment.

III. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under state law and does not impose
any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Public Law 104—4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),
because it is not economically
significant.
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In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VGS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule”” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by June 21, 2004.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Particulate matter, Reporting and
recordkeeping requirements.

Authority: 42 U.S.C. 7401 et seq.

Dated: March 8, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.
m Part 52, chapter, title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220 is amended by
adding paragraphs (c)(260)(i)(C) and
(321)(i)(B) to read as follows:

§52.220 Identification of plan.

* * * * *

(C) Kern County Air Pollution Control
District.

(1) Rule 208, originally adopted on
April 18, 1972, amended on September
17, 1998.

* * * * *

(321) * * *

(1) * * %

(B) Kern County Air Pollution Control
District.

(1) Rules 108 and 417, originally
adopted on April 18, 1972, amended on
July 24, 2003.

* * * * *
[FR Doc. 04-9038 Filed 4—21-04; 8:45 am)]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[CA258-0442(B); FRL-7645-8]

Interim Final Action to Stay and Defer
Sanctions Based on Attainment of the

1-hour Ozone Standard for the San
Francisco Bay Area, California

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Interim final rule.

SUMMARY: EPA is taking interim final
action to stay and defer the imposition
of, respectively, offset and highway
sanctions under the Clean Air Act
(CAA) based on a finding that the San
Francisco Bay Area (Bay Area) has
attained the 1-hour ozone national
ambient air quality standard (NAAQS).
The finding of attainment is published
elsewhere in today’s Federal Register.
DATES: This interim final rule is
effective on April 22, 2004. However,

comments will be accepted until May
24, 2004.

ADDRESSES: Send comments to Ginger
Vagenas, Air Planning Office (AIR-2),
U.S. Environmental Protection Agency,
Region IX, 75 Hawthorne Street, San
Francisco, CA 94105 or e-mail to
vagenas.ginger@epa.gov, or submit
comments at http://
www.regulations.gov.

You can inspect copies of the public
comments and the attainment finding
docket (number C258-0442(B)) at our
Region IX office during normal business
hours by appointment. The Region IX
office is located at the following
address: Planning Office (AIR-2), Air
Division, U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105.

FOR FURTHER INFORMATION CONTACT:
Ginger Vagenas, EPA Region IX, (415)
972-3964, vagenas.ginger@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document, “we,” “us”
and “our” refer to EPA.

I. Background

On September 20, 2001 (effective
October 22, 2001, 66 FR 48340), we
published a partial approval and partial
disapproval of the San Francisco Bay
Area 1999 ozone attainment plan (1999
Plan) as submitted by the State on
August 13, 1999. The plan was adopted
locally by the Bay Area Air Quality
Management District on June 16, 1999,
by the Metropolitan Transportation
Commission on June 17, 1999, and by
the Association of Bay Area
Governments on June 23, 1999. These
agencies are referred to collectively as
the co-lead agencies. We based our
disapproval action on deficiencies in
the attainment assessment, the motor
vehicle emissions budgets, and the
reasonably available control measure
(RACM) demonstration. The
disapproval action started a sanctions
clock for imposition of offset sanctions
18 months after October 22, 2001, and
highway sanctions 6 months later,
pursuant to section 179 of the Clean Air
Act (CAA) and our regulations at 40
CFR 52.31.

On October 24, 2001, the co-lead
agencies adopted the San Francisco Bay
Area 2001 Ozone Attainment Plan (2001
Plan) that was intended in part to
correct the deficiencies identified in our
partial disapproval action. On
November 30, 2001, the State submitted
the 2001 Plan to EPA. On July 16, 2003,
we proposed approval of this submittal
because we believed it corrected the
deficiencies identified in our September
20, 2001, disapproval action. (68 FR
42174). Based on that proposed
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approval, we took final rulemaking
action to stay the imposition of the
offset sanction and defer the imposition
of the highway sanction that were
triggered by our September 20, 2001,
disapproval. 68 FR 42172, July 16, 2003.
Elsewhere in today’s Federal Register
we are taking final action to approve the
RACM demonstration and motor vehicle
emissions budgets in the 2001 Plan.
Therefore the sanctions clocks
associated with our disapproval of those
elements in the 1999 Plan are
terminated.

On October 31, 2003, we published a
proposed finding that the Bay Area had
attained the 1-hour ozone NAAQS. 68
FR 62041. In that notice we explained
that, when an area has attained the
standard, certain CAA planning
requirements designed to bring the area
into attainment (including the
requirement for an attainment
demonstration) are no longer applicable
and that, as a result, the State would no
longer be required to submit SIP
revisions to meet them. We also
explained that if we subsequently
determine that the Bay Area has
violated the 1-hour ozone standard
(prior to a redesignation to attainment 1),
the basis for the determination that the
area need not make these SIP revisions
would no longer exist.

II. EPA Action

Based on today’s final finding that the
Bay Area has attained the 1-hour ozone
NAAQS, we are taking this final
rulemaking action, effective on
publication, to stay and defer
imposition of CAA section 179
sanctions that were triggered by our
September 20, 2001, disapproval of the
attainment assessment in the 1999 Plan.
As noted above, the requirement for an
attainment demonstration is not
eliminated; rather, it is only suspended
for so long as the area continues to
attain the standard. Should the Bay Area
violate the 1-hour standard, EPA will
revoke the finding of attainment and
there will once again be an attainment
demonstration requirement for the area.
This stay and deferral of sanctions will
therefore remain in effect only until
such time as EPA revokes the finding of
attainment and the subsequent planning
process takes its course. Alternatively, if
EPA redesignates the area to attainment
status, the requirement for an
attainment demonstration will be

1The redesignation of an area to attainment under
CAA section 107(d)(3) is a separate process from a
finding of attainment. A finding that an area has
attained the 1-hour ozone standard does not
redesignate the area to attainment for the 1-hour
standard, nor does it guarantee a future
redesignation to attainment.

eliminated, and the sanctions associated
with the earlier disapproval will be
terminated.

EPA believes that notice-and-
comment rulemaking on the stay and
deferral of sanctions before the effective
date of this action is impracticable and
contrary to the public interest. We have
determined through notice-and-
comment rulemaking that the Bay Area
has attained the 1-hour ozone NAAQS
and that the requirement to submit an
attainment demonstration has been
suspended. Given the State is no longer
subject to the requirement to correct the
deficiency that triggered the sanctions
clocks in the first place, it is not in the
public interest to reimpose the offset
sanction or initially impose highway
sanctions. Therefore, EPA believes that
it is necessary to use the interim final
rulemaking process to provide a
continuous stay and deferral of
sanctions during the time prior to
redesignation, so long as the area
continues to attain the standard.
Therefore, EPA is invoking the good
cause exception under the
Administrative Procedure Act (APA) in
not providing an opportunity for
comment before this action takes effect
(5 U.S.C. 553(b)(3)). However, by this
action EPA is providing the public with
a chance to comment on EPA’s
determination after the effective date,
and EPA will consider any comments
received in determining whether to
reverse such action. If comments are
submitted that change our assessment
described in this final determination we
intend to take subsequent final action to
reimpose sanctions pursuant to 40 CFR
51.31(d). If no comments are submitted
that change our assessment, then all
sanctions and sanction clocks will be
permanently terminated on the effective
date of a redesignation to attainment,
should redesignation occur.

Moreover, with respect to the effective
date of this action, EPA is invoking the
good cause exception to the 30-day
notice requirement of the APA because
the purpose of this notice is to relieve
a restriction (5 U.S.C. 553(d)(1)).

In summary, as a result of this action,
the imposition of the offset sanction will
continue to be stayed and the
imposition of the highway sanction will
continue to be deferred until we either
redesignate the Bay Area to attainment
or revoke our finding of attainment and
the ensuing planning process takes its
course.

III. Statutory and Executive Order
Reviews

This action stays and defers Federal
sanctions and imposes no additional
requirements.

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget.

This action is not subject to Executive
Order 13211, “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001) because it is
not a significant regulatory action.

The administrator certities that this
action will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C.
§601 et seq.).

This rule does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4).

This rule does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000).

This action does not have federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999).

This rule is not subject to Executive
Order 13045, “Protection of Children
from Environmental Health Risks and
Safety Risks” (62 FR 19885, April 23,
1997), because it is not economically
significant.

The requirements of section 12(d) of
the National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272) do not apply to this rule because
it imposes no standards.

This rule does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to Congress and the
Comptroller General. However, section
808 provides that any rule for which the
issuing agency for good cause finds that
notice and public procedure thereon are
impracticable, unnecessary, or contrary
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to the public interest, shall take effect at
such time as the agency promulgating
the rule determines. 5 U.S.C. 808(2).
EPA has made such a good cause
finding, including the reasons therefor,
and established an effective date of
April 22, 2004. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This rule is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by June 21, 2004. Filing a
petition for reconsideration by the
Administrator of this final rule does not
affect the finality of this rule for the
purpose of judicial review nor does it
extend the time within which petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Intergovernmental
regulations, Nitrogen dioxide, Ozone,
Reporting and recordkeeping
requirements, Volatile organic
compounds.

Dated: April 1, 2004.

Laura Yoshii,

Acting Regional Administrator, Region IX.
[FR Doc. 04—9140 Filed 4-21-04; 8:45 am)]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[CA258-0442(A); FRL-7645-7]

Determination of Attainment of the 1-
Hour Ozone Standard; Determination
Regarding Applicability of Certain
Clean Air Act Requirements; Approval
and Promulgation of Ozone Attainment
Plan; San Francisco Bay Area, CA

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is determining that the
San Francisco Bay Area (Bay Area)
ozone nonattainment area has attained
the 1-hour ozone national ambient air

quality standard (NAAQS) by the
deadline required by the Clean Air Act
(CAA), September 20, 2006. Based on
this determination, we are also
determining that the CAA’s
requirements for reasonable further
progress and attainment demonstrations
and for contingency measures for the 1-
hour ozone standard are not applicable
to the area for so long as the Bay Area
continues to attain the 1-hour ozone
standard.

In addition, EPA is approving the
following elements of the 2001 ozone
attainment plan for the Bay Area (2001
Plan): Emissions inventory, reasonably
available control measures (RACM);
commitments to adopt and implement
specific control measures; motor vehicle
emissions budgets (MVEBs); and
commitments for further study
measures.

In 2001, EPA disapproved certain
components of the 1999 ozone
attainment plan for the Bay Area: The
RACM demonstration, the attainment
demonstration, and the MVEBs. Because
of this disapproval the 2 to 1 offset
sanction under CAA section 179(b)(2)
was imposed in the Bay Area on April
22, 2003. Based on the proposed
approval of these elements of the 2001
Plan, EPA made an interim final
determination that resulted in a stay of
the offset sanction and deferral of the
highway sanction. EPA’s approval of
RACM and the MVEBs in the 2001 Plan
terminates the sanctions clock for those
plan elements.

Based on the attainment
determination for the Bay Area,
elsewhere in this Federal Register EPA
is taking interim final action to stay the
offset sanction and defer the highway
sanction triggered by the attainment
demonstration disapproval for as long as
the area continues to attain the 1-hour
ozone standard because that plan
requirement has been suspended.
DATES: Effective Date: This rule is
effective on May 24, 2004.

ADDRESSES: You can inspect copies of
the administrative record (docket
number CA258-0442(A)) for this action
at EPA’s Region 9 office during normal
business hours by appointment. The
address is U.S. EPA Region IX—Air
Division, 75 Hawthorne Street, San
Francisco, CA.

FOR FURTHER INFORMATION CONTACT:
Ginger Vagenas, EPA Region IX, (415)
972-3964, vagenas.ginger@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document, “we,” “us”
and “our” refer to EPA.
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I. Background

Upon enactment of the Clean Air Act
Amendments of 1990, the Bay Area was
classified as a moderate nonattainment
area for the 1-hour ozone NAAQS. 56
FR 56694 (November 6, 1991). EPA
redesignated the Bay Area to attainment
in 1995, based on then current air
quality data (60 FR 27029, May 22,
1995), and subsequently redesignated
the area back to nonattainment without
classification on July 10, 1998 (63 FR
37258), following renewed violations of
the 1-hour ozone standard. Upon the
Bay Area’s redesignation to
nonattainment, we required the State to
submit a state implementation plan
(SIP) addressing applicable CAA
provisions, including a demonstration
of attainment as expeditiously as
practicable but no later than November
15, 2000.

The Bay Area Air Quality
Management District (District or
BAAQMD), along with its co-lead
agencies—the Metropolitan
Transportation Commission and the
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Association of Bay Area Governments—
prepared a 1-hour ozone attainment
plan, which was submitted to EPA by
the California Air Resources Board
(CARB) on August 13, 1999. On
September 20, 2001 (66 FR 48340), we
approved the emissions inventories,
reasonable further progress (RFP)
provisions, control measure
commitments, and contingency
measures in that plan. In the same
rulemaking, we disapproved the
remaining portions of the SIP, i.e., the
attainment demonstration, MVEB, and
RACM demonstration, issued a finding
that the area failed to attain by the
applicable deadline, and set a new
attainment deadline of as expeditiously
as practicable but no later than
September 20, 2006. The effective date
of the final disapproval (October 22,
2001) started an 18-month clock for the
imposition of sanctions pursuant to
CAA section 179(a) and 40 CFR 52.31,
and a 2-year clock for EPA to
promulgate a federal implementation
plan (FIP) under CAA section 110(c)(1).
62 FR 43796 (August 15, 1997). The Bay
Area became subject to the 2 to 1 offset
sanction under CAA section 179(b)(2)
on April 22, 2003.

On November 30, 2001, CARB
submitted the 2001 Plan for the Bay
Area addressing the new attainment
deadline. On February 14, 2002, we
found the MVEBs in the 2001 Plan
adequate. 67 FR 8017 (February 21,
2002). On July 16, 2003 (68 FR 42174),
we proposed to approve the following
elements of the 2001 Plan: Emissions
inventory, RACM demonstration,
attainment assessment, MVEBs, and
commitments to adopt control measures
and to adopt and submit a plan revision
by April 15, 2004 based on new
modeling. On the same date, we issued
an interim final determination that the
2001 Plan corrects the deficiencies in
the 1999 Plan, thereby staying the CAA
section 179 offset sanction and deferring
the imposition of the highway sanction
triggered by our September 20, 2001
disapproval. 68 FR 42172.

On October 31, 2003 (68 FR 62041),
we proposed to find that the San
Francisco Bay Area ozone
nonattainment area had attained the 1-
hour ozone standard by its CAA
mandated attainment date of September
20, 2006. Based on this proposed
finding, we also proposed to suspend
the attainment demonstration, RFP and
contingency measure requirements of
the CAA for the Bay Area for so long as
the area continues to attain the 1-hour
ozone standard.

On January 30, 2004, CARB withdrew
the attainment assessment, the RFP
demonstration, the contingency

measures, and the technical correction
to the attainment assessment (Appendix
F) in the 2001 Plan from EPA’s
consideration as revisions to the Bay
Area SIP.1 In the same letter, the State
also specifically requested that EPA
approve the motor vehicle emissions
budgets in the 2001 Plan.

II. Attainment Finding for the Bay Area
A. Attainment Finding

In this action, EPA is finalizing its
proposed finding of attainment for the
Bay Area. The 1-hour ozone NAAQS is
0.12 parts per million (ppm) not to be
exceeded on average more than one day
per year over any three-year period. 40
CFR 50.9 and appendix H. We
determine if an area has attained the 1-
hour standard by calculating, at each
monitor, the average number of days
over the standard per year during the
preceding three-year period.2 We use all
available, quality assured monitoring
data and we generally base our
determination of attainment or failure to
attain on the area’s design value as of its
applicable attainment deadline. In this
case, the attainment deadline
(September 20, 2006) has not been
reached, so we are making our
attainment finding based on the Bay
Area’s current air quality data and
design value, which demonstrate
attainment of the 1-hour standard. See
section ILE. for a discussion of
consequences of future violations.

The design value for the Bay Area for
2001-2003 was 0.123 ppm, which is
below the 0.12 ppm standard using the
applicable rounding convention
discussed below. No monitor in the Bay
Area recorded an average of more than
one exceedance of the 1-hour ozone
standard per year during the 2001 to
2003 period. Documentation of the
monitoring data and design value
calculation can be found in the docket
for this rulemaking.

Our October 31, 2003 proposed
attainment finding was based on all
available air quality data collected from
the monitoring network, which we

1See January 30, 2004 letter from Catherine
Witherspoon, Executive Officer, CARB, to Wayne
Nastri, Regional Administrator, U.S. EPA Region 9.
This letter is subsequently referred to as the 1/30/
04 Witherspoon letter.

2See generally 57 FR 13506 (April 16, 1992) and
Memorandum from D. Kent Berry, Acting Director,
Air Quality Management Division, EPA, to Regional
Air Office Directors; “Procedures for Processing
Bump Ups and Extensions for Marginal Ozone
Nonattainment Areas,” February 3, 1994 (Berry
memorandum). While explicitly applicable only to
marginal areas, the general procedures for
evaluating attainment in this memorandum apply
regardless of the initial classification of an area
because all findings of attainment are made
pursuant to the same procedures.

determined met our regulations for state
air quality monitoring networks. On
November 12, 2003, the District
submitted an interim certification that
the data had been quality assured.? On
December 1, 2003, Jack Broadbent,
Executive Officer/Air Pollution Control
Officer, BAAQMD, sent a letter to
Deborah Jordan, EPA, (12/1/03
Broadbent letter) transmitting the
District’s formal certification in
accordance with 40 CFR part 58 that the
ozone ambient air monitoring data
submitted to EPA are complete and
accurate. The quality assurance process
did not result in any changes to the
data.

Because the Bay Area’s design value
was below the 0.12 ppm 1-hour ozone
standard and the area averaged one or
fewer exceedances per year at each
monitor for the 2001 to 2003 period, we
find that the Bay Area attained the 1-
hour ozone standard by its CAA
mandated attainment deadline of
September 20, 2006. Based on this final
attainment determination, we are also
determining that the CAA requirements
for RFP, an attainment demonstration
and contingency measures for the 1-
hour ozone standard are not applicable
to the Bay Area for so long as the area
continues to attain the standard. For a
discussion of EPA’s policy and legal
basis for suspending these requirements,
see our proposed attainment
determination at 68 FR 62044.

Finally, based on our final attainment
determination, elsewhere in this
Federal Register, we are taking interim
final action to stay the offset sanction
and defer the highway sanction for the
attainment demonstration because that
plan requirement has been suspended.
The stay/deferral will remain in effect
for as long as the area continues to
attain the 1-hour ozone standard.

B. EPA’s Responses to Comments on the
Proposed Finding of Attainment

EPA’s proposed action provided a 30-
day public comment period. During this
period, we received comments from
seven parties. We summarize the most
significant comments and provide our
responses below; the entire set of
comments and responses can be found
in the docket in a separate Response to
Comment document (RTC).

1. Comments Regarding Timing of the
Finding of Attainment

Comment 1: Several commenters
expressed support for a determination
that the Bay Area has attained the 1-

3 See November 12, 2003 email from Mark
Stoelting, BAAQMD, to Catherine Brown, EPA, and
Catherine Brown’s November 21, 2003 response.
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hour ozone standard. Another
commenter concurred with the
determination that Bay Area’s
monitoring network meets or exceeds
EPA’s specified requirements. In
contrast, other commenters pointed to
the Bay Area’s prior history of slipping
back out of attainment following EPA
action redesignating the area to
attainment in 1995 and recent year-to-
year differences in design values as a
reason for exercising caution in making
an attainment finding. One commenter
stated that, in light of the small margin
of attainment, EPA should scrutinize the
foundation for the asserted finding of
attainment.

Response: A determination that an
area has attained the standard is based
on an objective review of air quality
data. The 1-hour ozone NAAQS is 0.12
ppm, not to be exceeded on average
more than one day per year over any
three year period. A review of the data
from the prior three years (2001-2003)
indicates that the Bay Area has met this
standard. 68 FR 62042-62043.

The redesignation of an area to
attainment under CAA section
107(d)(3)(E) is a separate process from a
finding of attainment. Unlike an
attainment finding where we need only
determine that the area has had the
prerequisite number of clean years, a
redesignation requires multiple
determinations. Under section
107(d)(3)(E) these determinations are:

1. We must determine, at the time of
the redesignation, that the area has
attained the relevant NAAQS.

2. The state must have a fully
approved SIP for the area.

3. We must determine that the
improvements in air quality are due to
permanent and enforceable reductions
in emissions resulting from
implementation of the SIP and
applicable federal regulations and other
permanent and enforceable reductions.

4. We must have fully approved a
maintenance plan for the area under
section 175A.

5. The state must have met all the
nonattainment area requirements
applicable to the area.

2. Comments Regarding the Data on
Which the Attainment Finding is Based

Comment 2: The data do not support
a finding of attainment. The District
previously reported two separate
exceedances on July 10, 2002, of 160
parts per billion (ppb) and 151 ppb,
respectively, and stated that EPA should
recognize the July 10, 2002 reading of
151 ppb at 4 p.m. as a separate
exceedance from the 160 parts per
billion (ppb) exceedance from earlier
that day. As of December 1, 2003, the

District’s website stated that the region
experienced three violations of the 1-
hour ozone NAAQS at Livermore in
2002.

Response: An area’s ozone attainment
status is determined by calculating the
average number of days over a three-
year period on which it exceeds the
ozone standard. See 40 CFR 50.9(a) and
40 CFR part 50, Appendix H. Therefore,
multiple hourly exceedances on any
single day count as only one
exceedance. The Bay Area’s website
apparently mistakenly counted a
reading of 0.123 ppm at Livermore on
August 9, 2002 as an exceedance of the
1-hour ozone NAAQS. As explained at
length in the proposed finding of
attainment (68 FR 62043, October 31,
2003), and discussed below (see
response to comment 6), rounding
conventions and the form of the
standard dictate that values between
0.120 and 0.124, inclusive, are to be
rounded to 0.12 parts per million.

Comment 3: According to EPA
guidance, an attainment finding should
be based on certified data, however, the
proposal was published before the data
were certified. EPA’s guidance demands
quality assured data from states to
establish evidence of attainment. The
EPA memorandum “Procedures for
Processing Requests to Redesignate
Areas to Attainment” signed by John
Calcagni, Director Air Quality
Management Division, OAQPS, dated
September 4, 1992 (9/4/92 Calcagni
memo)#4 states that “[t]he data should be
collected and quality-assured in
accordance with 40 CFR 58 and
recorded in the Aerometric Information
Retrieval System (AIRS) in order for it
to be available for the public to review.”
EPA has cited this memo as applicable
authority for the proposed rulemaking,
and cannot pick and choose portions as
applicable and inapplicable without
explanation. The Administrative
Procedure Act (APA) and CAA direct
that EPA’s decision-making must be
based on data and information in the
record and available to the public, and
the law of the Ninth Circuit clearly
requires that when EPA acts on SIPs, it
must comply with its own rules.
Delaney v. EPA, 898 F.2d 687, 693 (9th
Cir. 1990). The data and information
purportedly supporting the proposed
action are simply unavailable, or were
unavailable during the comment period.

Response: Air quality data are
available to EPA and the general public
on a real-time basis from the District’s
website. EPA based its proposal on this

4This memo is available online at http://
www.epa.gov/ttn/naaqs/ozone/ozonetech/
940904.pdf.

publicly available monitoring data that
indicated the Bay Area had attained the
1-hour ozone standard. While the data
for 2003 had not yet been quality
assured at the time of the proposal, the
District maintains a monitoring network
that meets or exceeds all applicable
requirements. See 68 FR 62042-62043
and “System Audit of the Ambient
Monitoring Program of Bay Area Air
Quality Management District,”” available
online at http://www.epa.gov/region09/
air/sfbayoz/tsd1003.pdf. EPA had no
reason to believe the quality assurance
process would indicate there had been
problems with the data and so
proceeded with the proposed finding.

On November 12, 2003, the District
notified EPA that it had quality-assured
the data from the 2003 ozone season and
submitted it to AIRS. See footnote 3.
Thus the quality-assured data were
accessible to the public on that date, i.e.,
during the public comment period. The
November 12, 2003 notification was
followed by the 12/1/03 Broadbent
letter, which confirmed that the data
had been collected and quality assured
in conformance with 40 CFR part 58.
The quality assurance process did not
result in any changes to the data. While
the proposal was published shortly
before the data were certified, this final
rulemaking is based on data that were
collected and quality assured in
conformance with EPA regulations.

Comment 4: Improved air quality in
the Bay Area is not the product of real,
permanent, surplus, and enforceable
emissions reductions, as required by the
CAA and EPA policy and guidance. It
came as a result of a significant
economic downturn that reduced,
temporarily, emissions from all sectors
of the emissions inventory and the
weather had not been particularly ozone
conducive. Because recent Bay Area
ozone levels result from a combination
of temporarily favorable economic and
meteorological conditions rather than
documentation of the effectiveness of
permanent and enforceable measures,
an attainment finding is inappropriate
and obligations for RFP, attainment
demonstration and contingency measure
should not be suspended in the Bay
Area.

Response: The requirement to
determine that clean air is the result of
permanent and enforceable emissions
reductions is a criterion for the
redesignation of an area to attainment
under CAA section 107(d)(3)(E). It need
not be met for a finding of attainment
or for the suspension of the associated
RFP, attainment demonstration, and
contingency measure requirements.

That aside, we believe that the finding
of attainment itself addresses in part the
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concern about unusually favorable
meteorological conditions. We have
long recognized that meteorological
conditions have a profound effect on
ambient ozone concentrations. In setting
the current 1-hour ozone standard in
1979, we changed the form of the
standard, i.e., the criterion for
determining attainment, from a
deterministic form “no more than once
per year” to a statistical form “when the
expected number of days per year is less
than or equal to one” over a three-year
period in order to properly account for
the random nature of meteorological
variations. The three-year period for
averaging the expected number of
exceedances was a reasoned balance
between evening out meteorological
effects and properly addressing real
changes in emission levels. See the
proposed and final actions promulgating
the current 1-hour ozone standard at 43
FR 26962, 26968 (June 22, 1978) and 44
FR 8202, 8218 (February 8, 1979).

Comment 5: Even if EPA has the
discretion to dismiss SIP requirements
upon a finding of attainment, it would
be an abuse of discretion to dismiss
these requirements without a finding
that the reductions are permanent and
enforceable in the circumstances of the
Bay Area’s recession and weather
conditions. Given the narrow margin of
attainment, it is inappropriate to relax
the SIP through elimination of the RFP,
attainment demonstration, and
contingency measures requirements.

Response: As noted above, EPA is not
dismissing or eliminating these
requirements. Rather, we interpret the
requirements for an attainment
demonstration, an RFP demonstration
and contingency measures as
inapplicable to an area that has attained
the standard, but only for so long as the
area remains in attainment. The
requirements will again apply if such an
area violates the standard. In order to be
redesignated to attainment of the ozone
standard, the State will be required to
demonstrate, among other things, that
the reductions contributing to the
attainment record are permanent and
enforceable, and that atypical weather
conditions were not responsible for the
improvement in air quality. CAA
section 107(d)(3)(E)(iii).

Comment 6: EPA’s methodology for
rounding off conflicts with Congress’s
intent that 0.12 ppm should be read as
0.120 ppm, as evidenced by section 181
of the CAA, at Table 1. See also 40 CFR
50.9, which states that the equivalent
unit for the standard is 235 ug/m?.
(Livermore’s design value is 245 ug/m3).
Finally, the specific regulation for the
ozone standard contains no provision
for rounding off, unlike the regulation

for CO. (Compare 40 CFR 50.9 with 40
CFR 50.8(d)).

Response: In our proposed finding of
attainment, we explained that the 1-
hour ozone NAAQS is 0.12 parts-per-
million; it is not expressed in parts-per-
billion, nor does it contain three digits.®
Because air quality monitors and
models express results in three digits,
EPA applies the established rounding
convention to determine whether the
measurements meet or exceed the
standard. Under the rounding
convention, 0.005 rounds upward and
0.004 rounds downward, so that a 0.124
parts per billion (ppb) ozone level meets
the NAAQS of 0.12 ppm, while a 0.125
parts per billion (ppb) ozone level
rounds up to 0.13 ppm and thus exceeds
the NAAQS. The use of rounding
neither changes the NAAQS nor relaxes
it.

The commenter’s reliance on the
design values set forth in Table 1 of
section 181(a)(1) is misplaced. These
design values are used to classify
nonattainment areas, not to determine
whether an area has attained the
standard. See American Trucking
Associations, Inc. v. EPA, 175 F.3d
1027, 1047 (D.C. Cir. 1999) (“* * *
although the numbers in the
classification table are based upon the
0.12 ppm ozone NAAQS, they are
neither equivalent to nor a codification
of the NAAQS.”).

EPA’s procedure for calculating the
design value for classification purposes
is different from the analysis used for
purposes of determining attainment.
Under EPA’s classification procedures,
it is possible for an area that lacks a full
set of monitoring data to be designated
nonattainment and to have a design
value of less than 0.125 parts per billion
(ppb). Under these circumstances, the
area would be classified as a marginal
nonattainment area. See Memorandum
from William G. Laxton dated June 18,
1990, “Ozone and Carbon Monoxide
Design Value Calculations” (Laxton
Memo), available at http://

5 See 40 CFR 50.9(a) and footnote 8 of the October
31, 2003 proposal (68 FR 62043). Also see
“Guideline for the Interpretation of Ozone Air
Quality Standards.” U.S. Environmental Protection
Agency, Office of Air, Noise and Radiation, Office
of Air Quality Planning and Standards, Research
Triangle Park, North Carolina 27711, January 1979,
EPA-450/4-79-003, OAQPS No. 1.2-108. In the
1979 guidance document, EPA states, “[i]t should be
noted that the stated level of the standard is taken
as defining the number of significant figures to be
used in comparisons with the standard. For
example, a standard level of .12 ppm means that
measurements are to be rounded to two decimal
places (.005 rounds up), and, therefore, .125 ppm
is the smallest concentration value in excess of the
level of the standard.” This document is available
on line at http://www.epa.gov/ttn/naaqs/ozone/
ozonetech/guide-03.htm.

www.epa.gov.ttn/naaqs/ozone/
ozonetech/laxton.htm. The procedures
set forth in the Laxton Memo constitute
the “interpretation methodology issued
by the Administrator most recently
before November 15, 1990.” Finally, the
translation of the standard from ppm to
ug/m3 is provided for informational
purposes only and does not constitute
an alternative form of the standard.

3. Comments Regarding the Impact of an
Attainment Finding on the 2001 Plan
and on Air Quality in the Bay Area

Comment 7: EPA should direct the
District to include in the next SIP
submittal a safety margin of additional
emissions reductions to compensate for
the narrow margin of attainment. EPA
should also mandate that the 2004 SIP
contain sufficient contingency measures
to achieve emissions reductions totaling
3% of the emissions inventory should
the region experience a subsequent
violation. See “General Preamble for the
Interpretation of Title I of the Clean Air
Act Amendments of 1990” (General
Preamble), 57 FR 13510-11, April 16,
1992. EPA should institute
extraordinary measures to respond
immediately in the event of a future
violation. The Bay Area’s design value,
which is just 2 parts per billion (ppb)
below the attainment level, indicates
that contingency measures must be
included in the upcoming SIP. Only the
requirement of federally enforceable
contingency measures can provide any
reasonable assurance that air pollution
control efforts and emissions reductions
will continue aggressively in the likely
event that the area subsequently exceeds
the 1-hour ozone standard once again.
EPA should change course and take
final action on the 2001 SIP as
submitted and require appropriate
emissions inventory adjustments to
incorporate the effect of episodic control
measures and reduced emissions
activity from the economic recession
experienced during modeled episode
days.

Response: As noted above, our
determination that the Bay Area has
attained the standard is based on an
objective review of air quality data. No
information has been presented that
casts doubt on the accuracy of the data,
therefore we are proceeding with our
finding of attainment. Our guidance
provides for the suspension of the
attainment demonstration, RFP and
contingency measure requirements
applicable to the Bay Area upon such a
finding.® In our proposed action on the

6 Memorandum from John S. Seitz, Director,
OAQPS, EPA, to Regional Air Directors, entitled
“Reasonable Further Progress, Attainment
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2001 plan, we proposed to approve as
part of the attainment assessment the
commitment by CARB and the co-lead
agencies to submit a SIP revision by
April 15, 2004 (68 FR 42181, July 16,
2003). Consistent with the suspension of
the attainment demonstration
requirement, the State has withdrawn
the commitment in the 2001 plan to
submit a 2004 SIP revision from EPA
consideration.” Therefore EPA cannot
act on this commitment and, as a result,
there is currently no federally
enforceable requirement for a 2004 SIP.

The co-lead agencies have, however,
expressed their intent to shift their focus
to developing a maintenance plan to
support a redesignation request if EPA
finalizes its finding of attainment.
Should the Bay Area violate the 1-hour
standard prior to redesignation, the
attainment demonstration, RFP and
contingency measure requirements will
be once again imposed. Also note that,
among other things, an approvable
maintenance plan must include
contingency measures that are designed
to promptly address a violation of the
standard. Finally, even without the
adoption of additional measures, ozone
precursor emissions in the Bay Area
will continue to decline as a result of
previously adopted state, local, and
federal measures. Between 2003 and
2006, emissions of oxides of nitrogen
(NOx) will decline 81 tpd and volatile
organic compound (VOC) emissions will
decline 52 tpd. 2001 Plan, p. 32-33.
These numbers do not include
additional reductions to be achieved by
the implementation of Smog Check 2 in
the Bay Area, which was mandated by
the California legislature after adoption
of the 2001 Plan.

Comment 8: While EPA’s Notice of
Proposed Rulemaking on the
determination of attainment specified
three SIP elements that “no longer apply
to the Bay Area” EPA did not elect to
change or withdraw the District’s
outstanding enforceable commitment to
secure 26 tpd of additional VOC
emissions reductions. In light of the
data indicating attainment, there could
be some question whether all of the
enforceable commitments remain valid,
but EPA did not in the Notice of
Proposed Rulemaking, authorize the
rescission of the commitment to achieve
an additional 26 tpd of reductions.
Given the restatement of commitment

Demonstrations, and Related Requirements for
Ozone Nonattainment Areas Meeting the Ozone
National Ambient Air Quality Standard,” May 10,
1995 (http://www.epa.gov/ttn/oarpg/t1/
memoranda/clean15.pdf). This memo is
subsequently referred to as the “Clean Data Policy”
or the “Seitz memo.”

71/30/04 Witherspoon letter.

by State and local agencies and EPA’s
failure to specify which, if any of the
State’s prior “enforceable commitments”
should not be included in the 2004 mid-
course review, the District must
completely fulfill its “enforceable
commitments” as pledged as part of the
2001 SIP submittal package. EPA has
endorsed this concept in the proposed
8-hr implementation policy. Other
commenters stated that EPA should
expressly determine that the 26 tpd
reduction is no longer necessary for the
Bay Area to reach attainment.

Response: In our proposed finding of
attainment, we discussed the CAA
requirements that would be suspended
should we finalize the proposal. 68 FR
62044. Those requirements are the RFP,
the attainment demonstration, and
contingency measure requirements. The
suspension of these requirements, and
our rationale supporting it, apply so
long as the area continues to attain the
1-hour ozone NAAQS. Consistent with
the suspension of the attainment
demonstration requirement, the State
has withdrawn the attainment
assessment in the 2001 Plan, which
includes the associated commitments to
undertake a mid-course review and to
achieve additional reductions as
necessary to attain the 1-hour ozone
standard. See 1/30/04 Witherspoon
letter. A mid-course review, the purpose
of which is to evaluate progress toward
attainment, and a commitment to adopt
the measures necessary to attain the
standard are unnecessary in an area that
has attained the standard. Finally we
note that our final implementation
guidance for the 8-hour standard has not
yet been issued.8

Comment 9: A loss of progress could
occur as a result of a finding of
attainment. The proposed finding of
attainment provides an incentive for
areas to defer SIP preparation in hopes
that they might achieve clean data
before the deadline to perform a
deferred SIP element preparation
arrives. Part of the State’s rationale for
employing the mid-course review was
the absence of competent modeling to
demonstrate attainment in the Bay Area.
EPA’s proposed action undermines the
State’s prior commitment to use the
more technically robust CCOS 9 model
and more recent data to both model
attainment in the Bay Area and quantify
the effect of Bay Area emissions upon
downwind district attainment. As the

80n June 2, 2003, EPA published in the Federal
Register a proposed rule to implement the 8-hour
ozone NAAQS. 68 FR 32803.

91In an effort to establish a more reliable database
for ozone analysis, the Central California Ozone
Study (CCOS), a large field measurement program,
was conducted in the summer of 2000.

District has finally developed a model
through the CCOS process, EPA must
insist on the completion of the modeling
exercise in the 2004 mid-course review
SIP to identify issues associated with
the federal 1-hour ozone standard, the
state ozone standard, the 8 hour federal
ozone standard, and transport issues.

Response: We disagree with the
commenter’s assessment of the impact
of the attainment finding. The State and
the co-lead agencies have all
acknowledged the need to address the
state ozone standard, the federal 8-hour
standard, and downwind transport of air
pollution and have pledged to continue
their efforts.1? Despite the commenters’
concerns, work on the CCOS modeling
does not appear to have slackened. In
fact, given the technical challenges, EPA
is satisfied that work is progressing as
quickly as could be expected. Should
the Bay Area once again violate the
standard, new modeling based on CCOS
data would be available to support an
attainment demonstration. In addition,
much of the work being done to prepare
a maintenance plan and to prepare the
state clean air plan will be transferrable
to the nonattainment requirements that
would once again apply.

Comment 10: The steps and delays
that are embedded in EPA’s proposed
approach in the event of a future
exceedance verify that EPA’s future
actions will be ineffective at bringing
the region back onto the path of true
attainment. EPA should make a
commitment in its final notice to act
immediately upon the observance of a
single Livermore violation because,
even if the EPA were to move swiftly,
it could take three years to get a new
attainment plan in place (6 months for
rulemaking, 12 months for plan
submittal, 18 months to act).
Commenters fear that EPA will wait
until the end of the ozone season, then

101n the District’s October 16, 2003 letter to
Catherine Witherspoon, CARB (10/16/03 Norton
letter), Executive Officer William Norton states that
the District “want[s] to reduce local ozone and
transport, and to maintain progress toward the state
standard.” In a January 16, 2004 letter to Catherine
Witherspoon, CARB (1/16/04 co-lead agencies
letter), the directors of the co-lead agencies
recognize that they “have a continuing obligation to
reduce emissions further in order to attain and
maintain all national ambient air quality standards
and to make expeditious progress toward California
standards.” They state their commitment to
“continuing [their] ozone control program in order
to reduce ozone levels in the Bay Area and to
address transport to downwind regions.” In closing,
they acknowledge the “need to make progress
toward the California 1-hour standard, address
transport to downwind regions, and meet the
national 8-hour ozone standard.” In the 1/30/04
Witherspoon letter, the State recognizes “the
importance of a continuing commitment to further
emission reductions that will * * * contribute to
better air quality in downwind areas.”
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await quality assured data, which would
add 12 months to the process.
Commenters request that EPA specify
the protocol for making a determination
of a violation in the event of an
exceedance [at Livermore] in July, 2004.

Response: As described in the
proposed rule, should the Bay Area
violate the 1-hour standard prior to EPA
redesignating the area to attainment, we
will notify the State that we have
determined that the area is no longer
attaining the 1-hour standard. We will
also provide notice to the public in the
Federal Register and will at that time
indicate what pertinent SIP provisions
apply and when a SIP revision
addressing those provisions must be
submitted. The public will have an
opportunity to comment on our
determinations. In the event of an
exceedance, EPA will work closely with
the District to facilitate prompt quality
assurance of the data. We also note we
would not be precluded from initiating
the above process in advance of
submittal of quality assured data. In
setting the due date for submittal of the
SIP revisions, EPA will consider all the
relevant circumstances. For example,
should the Bay Area violate the 1-hour
standard, EPA will take into account the
history of the area and the date on
which the Bay Area violates the 1-hour
standard.

Comment 11: The CAA states that an
area shall be classified as nonattainment
if the area contributes to ambient air
quality in a nearby area that does not
meet the federal standard (CAA section
107(d)(1)(A)(i)). Activities in the Bay
Area that generate ozone precursors
translate into substantial contributions
to ozone nonattainment status in the
Sacramento Valley and San Joaquin
Valley air basins; CARB has concluded
that pollution generated in the Bay Area
has a significant, and at least in one
case, overwhelming impact on the
Sacramento region.

Another commenter noted that the
federal CAA and case law establish that
downwind ozone transport concerns are
an appropriate basis to deny designation
of ozone attainment status to an upwind
area even if monitoring limited to the
upwind area shows compliance. Air
district boundaries established to
regulate localized pollutants cannot be
used to ignore adverse effects which
emanate beyond these boundaries when
highly mobile pollutants such as ozone
precursors are involved. Until EPA takes
regulatory action to designate the Bay
Area nonattainment for the 8-hour
ozone standard it is premature to rely on
that designation to deal with as yet
unresolved transport issues. Because the
Bay Area plan has not addressed

transport contribution to downwind
areas it is premature to relieve the area
of the nonattainment designation and
reasonably available control technology
(RACT) and other requirements that are
needed to demonstrate attainment in the
downwind areas.

Response: CAA section 107(d)(1)(A)(i)
applies to the submission by state
governors of initial designations
following promulgation of new or
revised standards and is thus unrelated
to determinations of attainment.
Similarly, the cases cited 1! concern the
permissible scope of EPA’s authority in
redesignating areas from nonattainment
to attainment. Moreover, in determining
whether an area has attained the 1-hour
ozone standard, EPA does not evaluate
whether it meets all other requirements
of the Act. Thus, while EPA does
interpret CAA section 110(a)(2)(A) and
(D) to require States to address intrastate
and interstate transport, EPA does not
need to determine whether the State has
regulated emissions from the Bay Area
for purposes of transport in determining
whether the Bay Area has attained the
ozone standard. To the extent that
emissions from the Bay Area
significantly contribute to
nonattainment or maintenance of the
ozone standard in downwind areas, the
State will need to address those
contributing emissions in the context of
an attainment demonstration for the
downwind areas. Further, as a result of
our attainment finding, certain CAA
requirements are suspended but will
once again be imposed should the Bay
Area violate the standard prior to
redesignation. As described in our
response to comment 1, a redesignation
to attainment requires that several
additional requirements be fulfilled.
Finally, note that in today’s action, EPA
is approving the RACT control measure
commitments included in the 2001
Plan.

Comment 12: Under the Clean Data
Policy, EPA must ensure that the Bay
Area submits the CCOS local attainment
demonstration and regional assessment
of the influence of Bay Area transported
air pollution. (Seitz memo, page 7.)

Response: The Seitz memo provides
that “[d]eterminations made by EPA in
accordance with the [Clean Data Policy]
would not shield an area from EPA
action to require emission reductions
from sources in the area where there is
evidence, such as photochemical grid
modeling, showing that emissions from
sources in the area contribute
significantly to nonattainment in, or

11 [llinois State Chamber of Commerce v. USEPA,

775 F.2d 1141 (7th Cir. 1985) and State of Ohio v.
Ruckelshaus, 776 F.2d 1333 (6th Cir. 1985).

interfere with maintenance by, other
nonattainment areas. EPA has the
authority under the Act (* * * section
110(a)(2)(A) in the case of intrastate
areas) to require emissions reductions if
necessary and appropriate to deal with
transport situations.” For many years,
the effort to address transport has been
stymied by an inability to define the
transport problem due to lack of data. At
the present time, the Bay Area District,
several downwind areas, and CARB are
engaged in an effort to refine modeling
based on the CCOS. Once complete, the
modeling should provide a better
understanding of the degree to which air
pollution generated in the Bay Area
affects air quality in downwind areas.
The co-lead agencies and CARB have
acknowledged the need to address
transport 12 in addition to their
obligations to achieve the state 1-hr and
new federal 8-hr ozone standard. As a
result, EPA fully expects that diligent
efforts to finalize CCOS modeling will
continue and that those results will be
used to revise SIPs if appropriate.

Comment 13: Commenters expressed
concern with the fate of the motor
vehicle emissions budgets submitted
with the 2001 Plan,?3 and the
conformity and emissions consequence
if those budgets were not approved. One
commenter noted that the conformity
budgets are an important tool to limit
transported emissions from the Bay
Area and argued that the budgets must
remain in effect, if not be made more
stringent, to further mitigate transported
emissions. Another commenter urged
that EPA maintain MVEBs consistent
with attainment during periods of
normal economic activity until the area
has qualified for redesignation.

Reponse: As noted above and
discussed in section IV below, the co-
lead agencies and CARB have requested
that EPA fully approve the motor
vehicle emissions budgets in the 2001
Plan. In this action, EPA is finalizing its
approval of those budgets.

C. Applicability of Clean Air Act
Planning Requirements in Areas
Attaining the 1-Hour Ozone Standard

When we redesignated the Bay Area
back to nonattainment in 1998, we
concluded that the area became subject
to the provisions of subpart 1 rather
than subpart 2 of part D of the Clean Air
Act. 63 FR 37258 (July 10, 1998). CAA

12 See footnote 10.

13 On February 14, 2002, EPA found the motor
vehicle emission budgets in the 2001 Plan to be
adequate for transportation conformity purposes.
EPA’s letter to CARB conveying the adequacy
finding, along with responses to public comments
regarding the adequacy of the budgets can be found
at http://www.epa.gov/region09/air/sfbayoz/#0202.
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subpart 1 at section 172(c) requires
states to submit plans with certain
revisions that are tied to the attainment
demonstration:

1. A demonstration that the plan will
result in annual incremental reductions
in emissions of ozone precursors for the
purposes of ensuring attainment of the
1-hour ozone standard by 2006. This
provision is known as the reasonable
further progress (RFP) demonstration or
plan, CAA section 172(c)(2);

2. A demonstration that the plan will
result in attainment of the 1-hour ozone
standard as expeditiously as practicable
but not later than September 20, 2006,
CAA section 172(c)(1);

3. Contingency measures that will be
undertaken if the area fails to make
reasonable further progress to attain the
standard by the applicable attainment
date, CAA section 172(c)(9).

We believe that it is reasonable to
interpret the CAA to not require these
provisions for ozone nonattainment
areas that are determined to be meeting
the 1-hour ozone standard. We discuss
our reasoning in the Seitz memo, in the
proposal for this action, and below in
our response to comments.14

We received comments on the
proposed attainment determination
regarding the applicability of certain
CAA planning requirements to the Bay
Area. The comments and our responses
are summarized below.

D. EPA Responses to Comments
Regarding Applicability of Clean Air Act
Requirements

1. Comments Regarding EPA’s Clean
Data Policy

Comment 14: Several commenters
concurred with EPA’s determination
that attainment demonstration,
contingency measures and RFP
requirements do not apply. In contrast,
a number of commenters contend that
EPA has no authority in this situation to
eliminate SIP requirements without a
formal redesignation. Congress created a
process for determining whether a
region should be treated differently as to
its requirements for planning and
pollution controls if the region
monitored attainment. That process is
called redesignation under section
107(d)(3) of the Act. Redesignation

14We have also explained at length in other
actions our rationale for the reasonableness of this
interpretation of the Act and incorporate those
explanations by reference here. See 61 FR 20458
(May 7, 1996) (Cleveland-Akron-Lorrain, Ohio); 60
FR 36723 (July 18, 1995) (Salt Lake and Davis
Counties, Utah); 60 FR 37366 (July 20, 1995) and
61 FR 31832-33 (June 21, 1996) (Grand Rapids, MI).
Our interpretation has also been upheld by the U.S.
Court of Appeals for the Tenth Circuit in Sierra
Club v. EPA, 99 F.3d 1551 (10th Cir. 1996).

actions involve a more complete and
robust State submittal, and have the
additional security of data collected
during the period between the end of
the attainment demonstration period
and EPA’s action on redesignation.
Under the Act designation determines
the applicable controls. There is nothing
in the CAA that explicitly states that
upon only a finding of attainment, the
EPA can jettison SIP requirements. EPA
says it is implicit, but that would
require splitting apart an explicit
redesignation process. Congress did not
provide for that, and such an action
would frustrate the purposes of the Act
and redesignation process.

Response: In today’s action, we are
finalizing our determination that the
Bay Area has attained the 1-hour ozone
standard by its statutory deadline of
September 20, 2006 as demonstrated by
three consecutive years without a
violation. As a result, we are also
finalizing our determination that certain
Clean Air Act requirements are not
applicable to the Bay Area. The
statutory basis for finding that these
planning requirements are not
applicable is described in the proposal
and in the Clean Data Policy. See 68 FR
62041, 62044—62045; Seitz memo at 2—
5. Contrary to the commenter’s
assertion, we are not eliminating any
applicable requirements. Rather, we
have interpreted the requirements of
sections 172(c)(1), 172(c)(2), and
172(c)(9) as not being applicable once
an area has attained the standard, as
long as it continues to do so. This is not
a waiver of requirements that by their
terms clearly apply; it is a determination
that certain requirements are written so
as to be operative only if the area is not
attaining the standard. Our
interpretation is consistent both with
the CAA’s goal of achieving and
maintaining clean air, and with the
concomitant policy goal of avoiding
costly and unnecessary emission
reductions, and, as mentioned above,
has been upheld in the Tenth Circuit in
Sierra Club v. EPA, 99 F.3d 1551.

2. Comments Regarding the
Applicability of EPA Policies to the Bay
Area

Comment 15: EPA cites Sierra Club v.
EPA, 99 F.3d 1551 (10th Cir. 1996) as
authority for the waiver of CAA
requirements. Several commenters,
however, contend that the case was
incorrectly decided. Further,
commenters argue that the Bay Area is
distinguishable from Utah in several
respects:

In contrast to the 0.123 ppm design value

in the Bay Area, the design value in Utah is
0.111 ppm, well below the 1-hour standard.

The emissions that achieved improved air
quality were determined by the court to be
enforceable (unlike the Spare the Air
program).

The Bay Area is recognized to be a
nonattainment area for the 8-hour ozone
standard.

The Bay Area is an upwind district for
transport purposes. The court observed that
air quality controls designed to surpass the
applicable ozone standard would be costly
and unnecessary.

Response: In Sierra Club, the Tenth
Circuit Court of Appeals upheld the
rationale in the Seitz memo as it applies
to moderate ozone nonattainment areas.
There, pending completion of the
redesignation process, and based on
three years of air quality data, EPA
found that two Utah Counties
designated as nonattainment for ozone
and classified as moderate had attained
the ozone NAAQS. As a result, EPA
determined that the CAA’s moderate
area requirements for attainment and
RFP demonstrations, and contingency
measures (sections 182(b)(1)(A) and
172(c)(9)) were inapplicable. Finding
that this determination was a logical
extension of EPA’s original
interpretation in the General Preamble,
the Court accorded deference to EPA’s
statutory interpretation that once a
moderate ozone nonattainment area has
attained the NAAQS, the moderate area
CAA requirements for RFP, attainment
and contingency measures no longer
apply. Id. at 1556. Although the Bay
Area is a non-classified nonattainment
area, there is no doubt that the
analogous subpart 1 area provisions
serve exactly the same purpose as the
provisions at issue in Sierra Club for
moderate areas. Thus the Court’s
reasoning in that case applies equally to
the Bay Area situation. Finally, EPA
expects that fact patterns will vary from
one area to the next but we do not
believe such variations undermine the
legal and policy bases for our
interpretation of the applicability of
CAA requirements in areas that have
attained the standard.

Comment 16: In a similarly situated
area, EPA did not determine attainment
until it was able to redesignate the area
to attainment and thus its residents had
assurance of maintenance in the form of
a maintenance plan. See EPA’s St. Louis
rulemaking, 68 FR 25418, May 12, 2003.

Response: CAA section 179(c)
provides that “[a]s expeditiously as
practicable after the applicable
attainment date for any nonattainment
area, but not later than 6 months after
such date, the Administrator [of EPA]
shall determine, based on the area’s air
quality as of the attainment date,
whether the area attained the standard
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by that date.” See also CAA section
181(b)(2). Thus the statute provides for
findings of attainment based on air
quality. The Clean Data Policy provides
for such findings prior to the attainment
date applicable to a nonattainment area.
The policy indicates that EPA’s regional
offices will conduct individual
rulemakings concerning areas that have
three consecutive years of clean data
demonstrating attainment to make
binding determinations that such areas
have attained the standard and need not
submit SIP revisions addressing the
CAA requirements that are no longer
applicable. Seitz memo, p. 6. Thus the
timing of attainment findings is
authorized by the statute and dictated
by longstanding Agency policy.

Comment 17: EPA’s Clean Data Policy
only addresses subpart 2 authority.
Since the Bay Area is designated
nonattainment under subpart 1, it is not
applicable to the Bay Area.

Response: EPA’s Clean Data Policy
specifically addresses the RFP
requirement in CAA section 172(c)(as
defined in section (171(1)) and the
contingency measure requirement in
section 172(c)(9). Both of these statutory
provisions apply to the 2001 Plan. With
respect to the attainment requirement,
the policy addresses the attainment
requirement in section 182 which does
not apply to the Bay Area plan.
However, the analysis of that
requirement applies equally to the
section 172(c)(1) attainment
requirement that does apply to the 2001
Plan. See Seitz memo, pages 3-5.

Comment 18: EPA’s action is not
supported by EPA’s adopted guidance
and policy documents. Specifically,
John Calcagni’s October 28, 1992 memo
entitled “State Implementation Plan
(SIP) Actions Submitted in Response to
Clean Air Act (Act) Deadlines’ (10/28/92
Calcagni memo) is inconsistent with
EPA proposed action on the specific
issue of whether the Bay Area’s SIP
requirements may be relaxed at this
stage. “States, however, are statutorily
obligated to meet SIP requirements that
become due any time before an area is
actually redesignated to attainment.

[. . .] Hence, if there is a failure of the
State to meet a statutory deadline [and,
ergo, a SIP commitment to mid-course
review] for an area, (before EPA has
redesignated the area as attainment), a
finding of failure to submit should be
made. This, in turn, begins the sanctions
process.” 10/28/92 Calcagni memo,
pages 3—4. This properly describes how
the Act works—areas must still meet all
SIP commitments after a determination
of attainment, but before the
redesignation is complete. Otherwise
there is a gap in SIP coverage that is

irrational and illegal. Logically, since an
area must meet all applicable part D SIP
requirements, including section 172(c)
elements, in order to gain redesignation,
section 107(d)(3)(E), these SIP
requirements must be present at the
time of redesignation. It would make
little sense to excuse their inclusion
now, then to require their adoption
immediately prior to redesignation. The
SIP must be continually effective during
the period between determination of
attainment and redesignation. EPA
cannot rewrite the Act and waive the
otherwise applicable part D SIP
requirements during this “gap” period.

Response: The 10/28/92 Calcagni
memo addresses the historical situation
in which certain states were planning to
submit redesignation requests prior to
November 15, 1992 in an attempt to be
exempted from implementing
mandatory CAA programs due to start in
November of that year (e.g., oxygenated
fuels program, stage II vapor recovery
rules, etc.). The memo explains that
while the approvability of a
redesignation request is based on
requirements in place on the date of the
complete submittal, until the
redesignation was finalized, states
would be statutorily bound to
implement those programs. The types of
mandatory programs covered by the 10/
28/92 Calcagni memo are
distinguishable from the planning
requirements suspended by a finding of
attainment. In the Clean Data Policy,
EPA has interpreted the attainment
demonstration, RFP, and contingency
provisions of the Act to be inapplicable
to an area that is attaining the ozone
standard as long as the area continues
to attain or is redesignated to
attainment.5 This interpretation is
based on the language and purpose of
those provisions. By contrast, the
requirements for mandatory programs
addressed by the 10/28/92 Calcagni
memo do not contain qualifying
language tied to attainment, such as “for
the purpose of ensuring attainment of
the applicable ambient air quality by the
applicable date.” Compare, e.g., stage II
vapor recovery (section 182(b)(3)) with
RFP (section 171(1)).

Comment 19: The 9/4/92 Calcagni
memo indicates that the Bay Area
retains its obligation to model
attainment as required by the mid-
course review commitment as part of its
redesignation showing: “No such
supplemental modeling is required for

15 See also 9/4/92 Calcagni memo at p. 6: “The
requirements for reasonable further progress,
identification of certain emissions increases, and
other measures needed for attainment will not
apply for redesignations because they only have
meaning for areas not attaining the standard.”

O3 non-attainment areas seeking
redesignation” (page 3, emphasis
added). The term “supplemental”
reflects EPA’s requirement that ordinary
modeling of attainment, as required for
all SIPS and which is contained in and
was deferred by California’s
“enforceable commitment” must still be
provided. EPA explains the purpose for
supplemental modeling, which applies
with vigor to the initial modeling
requirement as follows: “Modeling may
be necessary to determine the
representativeness of the monitored
data. Id., page 3. If the data should be
supported by modeling for
redesignation, it should similarly be
supported by modeling to support the
determination of attainment,
particularly where the region’s actual
emissions inventory has been depressed
by economic forces and the District
stands at the cusp of finalizing the
modeling it has postponed for over a
decade. While commenters recognize
that the 9/4/1992 Calcagni memo
purports to address redesignation
actions, they assert that EPA itself cites
this guidance as authority supporting
EPA’s proposal to delete RFP,
attainment demonstration and
contingency measure requirements from
the Bay Area SIP. 68 FR 62044.

Response: EPA disagrees that its
reference to the 9/4/92 Calcagni memo
somehow retroactively modifies the
scope of that memo. The purpose of our
reference to the memo was to illustrate
the consistency of our position that RFP
becomes unnecessary when an area
attains the standard. On page 6, the
memo states that the “requirements for
reasonable further progress * * * will
not apply for redesignation because they
only have meaning for areas not
attaining the standard.” Emphasis
added.

The 9/4/92 Calcagni memo states the
following: “The state must show that the
area is attaining the applicable NAAQS.
There are two components involved in
making this demonstration which
should be considered interdependently.
The first component relies upon
ambient air quality data. * * * The
second component relies upon
supplemental EPA-approved air quality
modeling. No such supplemental
modeling is required for O3 (ozone)
nonattainment areas seeking
redesignation * * *” (pages 2 and 3).
This document explains that
supplemental modeling may be needed,
for example, in sulfur dioxide and
carbon monoxide areas, where
emissions are localized and a small
number of monitors may not be
representative of air quality (page 3). In
contrast, ozone is not a localized
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pollutant, and the Bay Area has an
extensive monitoring network
consisting of 24 monitors operating each
year from 2001 through 2003 as
described in EPA’s proposal at 68 FR
62043. Consistent with the language in
the memo and the rationale in calling
for modeling in some cases for some
pollutants and not in other cases,
modeling would not be required for
redesignation of ozone areas. The memo
should not be read to create a
requirement for modeling in an area that
has been determined to be attaining the
ozone standard.

Finally, we reiterate that a finding of
attainment does not delete CAA
requirements. The requirements for an
attainment demonstration, RFP, and
contingency measures are suspended by
the finding only as long as the area
continues to attain the standard or until
the area is formally redesignated.

E. Effects of the Attainment Finding on
the Bay Area and of a Future Violation
of the 1-Hour Ozone NAAQS

Based on our finding that the Bay
Area is attaining the 1-hour ozone
standard, we are finding that the State
of California is no longer required to
submit an RFP plan, an attainment

demonstration, or contingency measures
for the area.

The lack of a requirement to submit
these SIP revisions will exist only as
long as the Bay Area continues to attain
the 1-hour ozone standard. If we
subsequently determine that the area
has violated the 1-hour ozone standard
(prior to a redesignation to attainment),
the basis for the determination that the
area need not make these SIP revisions
would no longer exist. Thus, a
determination that an area need not
submit these SIP revisions amounts to
no more than a suspension of the
requirements for so long as the area
continues to attain the standard.

Should the Bay Area begin to violate
the 1-hour standard, we will notify
California that we have determined that
the area is no longer attaining the 1-hour
standard. We also will provide notice to
the public in the Federal Register. Once
we determine that the area is no longer
attaining the 1-hour ozone standard
then California will be required to
address the pertinent SIP requirements
within a reasonable amount of time. We
will set the deadline for the State to
submit the required SIP revisions at the
time we make a nonattainment finding.

California must continue to operate an
appropriate air quality monitoring
network, in accordance with 40 CFR
part 58, to verify the attainment status
of the area. The air quality data relied
upon to determine that the area is
attaining the ozone standard must be
consistent with 40 CFR part 58
requirements and other relevant EPA
guidance.

III. Approval of Bay Area 2001 Plan
A. Approval of the 2001 Plan

In this action, EPA is finalizing its
proposed approval of the following
elements of the 2001 Plan: The
emissions inventories, RACM,
commitments to adopt and implement
specific control measures, the motor
vehicle emissions budgets, and further
study commitments. The commitments
to adopt and implement specific control
measures 16 are listed in Tables 1, 2, and
3 below, and the commitments to
conduct further study of potential
control measures, are listed in Table 4
below. We are approving a VOC motor
vehicle emissions budget of 164.0 tons
per day and a NOx motor vehicle
emissions budget of 270.3 tons per day,
both for the year 2006.

TABLE 1.—NEW STATIONARY AND AREA SOURCE CONTROL MEASURES

BAAQMD

2001 SIP No. regulation No.

Adoption on

Source category date

Implementation
date

Estimated VOC
reduction (tpd),
2000 to 2006

Estimated NOx
reduction (tpd),
2000 to 2006

Measures To Be Adopted by the BAAQMD

Improved Architectural Coatings Rule ..........c.ccccvvvenene 172001
Improved Storage of Organic Liquids Rule 2002
Surface Preparation and Cleanup Standards for Metal 2002
Parts Coating.
AQUEOUS SOIVENES .........ccoiiiiiiiee e 2002
Petroleum Refinery Flare Monitoring 2003
Low-Emission Refinery Valves .........c.cccoceenen. 2003
Improved Process Vessel Depressurization Rule . 2003

2003-2004
2002
2003

2003
2004
2004
2004

TABLE 2.—NEW MOBILE SOURCE CONTROL MEASURE

; Estimated VOC | Estimated NOx
2001 SIP No. Source category Request 1° date Implegwaetgtatlon reduction (tpd), | reduction (tpd),
2000 to 2006 2000 to 2006
Measure To Be Requested by the BAAQMD
MS-1 ... Motor Vehicle Inspection and Maintenance Program—Liquid Leak Inspec- 2002 2002-2003 4.0 |
tion and Improved Evaporative System Test.
1= | PO SOOI U R PP PR 4.0 0.0

16 We are approving the adoption and
implementation dates of the new measures and the
total emissions reductions they are cumulatively
projected to achieve. We are approving all dates,
including those that have passed, in order to make

the commitments enforceable by EPA and citizens
under the CAA.

17 For commitments in the plan that do not
identify the month, as in Tables 1, 2, and 3, or the
day of the month, as in Table 4, EPA interprets the

deadline to be no later December 31st of the noted
year or the last day of the month, respectively.

18 At the time of plan adoption, the BAAQMD
was not able to determine the amount of emissions
reductions that could be achieved by adoption of
rules implementing SS—15 and 16. The District

Continued
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TABLE 3.—NEW TRANSPORTATION CONTROL MEASURES

Description and implementation steps

Schedule

Program includes purchase of approximately

90 low emission buses to operate new of
enhanced express bus services. Buses
will meet all applicable CARB standards,
and will include particulate traps or filters.
MTC will approve $40 million in funding to
various transit operators for bus acquisi-
tion. Program assumes transit operators
can sustain service for a five year period.
Actual emission reductions will be deter-
mined based on routes selected by MTC.

Fund high priority projects in countywide

plans consistent with TDA funding avail-
ability. MTC would fund only projects that
are exempt from CEQA, have no signifi-
cant environmental impacts, or adequately
mitigate any adverse environmental im-
pacts. Actual emission reductions will be
determined based on the projects funded.

Program provides planning grants, technical

assistance, and capital grants to help cit-
ies and nonprofit agencies link transpor-
tation projects with community plans. MTC
would fund only projects that are exempt
from CEQA, have no significant environ-
mental impacts, or adequately mitigate
any adverse environmental impacts. Ac-
tual emission reductions will be deter-
mined based on the projects funded.

Operation of 55 land miles of new roving

tow truck patrols beyond routes which ex-
isted in 2000. TCM commitment would be
satisfied by any combination for routes
adding 55 miles. Tow trucks used in serv-
ice are new vehicles meeting all applica-
ble CARB standards.

Take credit for emission reductions from air

passengers who use BART to SFO, as
these reductions are not included in the
Baseline.

FY 2003. Complete once $40
million in funding pursuant to
Government Code  Section
14556.40 is approved by the
California Transportation Com-
mission and obligated by bus
operators.

FY 2004-2006. Complete once
$15 million in TDA Article 3 is
allocated by MTC.

FY 2004-2006. Complete once
$27 million in TLC grant fund-
ing is approved by MTC.

FY 2001. Complete by maintain-
ing increase in FSP mileage
through December 2006.

BART—SFO service to start in
FY 2003. Complete by main-
taining service through 2006.

TABLE 4.—FURTHER STUDY MEASURES

Measure

21726
2001 Control measure de-
SIP No scription
TCMA .......... Regional Express Bus
Program.
TCMB ... Bicycle/Pedestrian
Program.
TCM C ............ Transportation for Liv-
able Communities
(TLC).
TCMD ........... Additional Freeway
Service Patrol.
TCME ........... Transit Access to Air-
ports.
Total .o | e
2001 SIP No.
FS—1 e

Buses.

Parking Cash Out Pilot Program

Refinery Wastewater Systems
Organic Liquid Storage Tanks
Marine Tank Vessel Activities

Update MTC High Occupancy Vehicle Lane Master Plan
Study Air Quality Effects of High Speed Freeway Travel
Evaluate Parking Management Incentive Program
Enhanced Housing Incentive Program
Further Smog Check Program Improvements

Refinery Pressure Vessels, Blowdown Systems, and Flares .

Estimated VOC re- Estimated NOx
duction (tpd), 2000 to | reduction (tpd),
2006 2000 to 2006
See Below ... See Below.
See Below ................. See Below.
See Below .......c........ See Below.
See Below ................. See Below.
See Below ... See Below.
0.5 o 0.7
Timeline for
completion
April 2002.

Study Potential for Accelerating Particulate Trap Retrofit Program for Urban

December 2002.
April 2003.

July 2003.

December 2003.
December 2003.
December 2003.
December 2003.
December 2003.
December 2002.
December 2003.

B. EPA’s Responses to Comments on the
Proposed Approval of the 2001 Plan

EPA’s proposed action provided a 30-
day public comment period. During this
period, we received comments from six
parties. We are responding only to
comments that pertain to the plan

indicated that the reductions were to be determined
(TBD). Therefore, the emission reduction total for

action.

elements on which we are taking final

1. Comments on the Proposed Approval
of the Emissions Inventory

Comment 20: The 2001 Plan’s
emissions inventory is inaccurate and

emissions. It contains errors that should

have been known and could have been
corrected at the time of submittal. It is

may drastically underestimate precursor

from these two measures.

SS-11 through SS-17 does not include reductions

evident that better, more current and
accurate data were known to the District
and available for incorporation into the
2001 Plan.
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Response: In order to be approvable,
CAA section 172(c)(3) requires that the
emissions inventory must be
comprehensive, accurate, and current.
We proposed to approve the emissions
inventories in the 2001 Plan because,
when evaluated in the context of the
time in which they were developed, the
inventories accurately incorporated the
best available data. Subsequent to the
submittal of the 2001 Plan, the District,
in fulfillment of its 2001 Plan
commitment to undertake several
further study measures, collaborated
with representatives of community
groups and industry to study emissions
and potential controls from certain
sources of air pollution. Some of these
studies revealed that there are flaws in
the inventory. This was not particularly
surprising—inventory data is constantly
being reevaluated and refined—and, in
general, the quality of technical data
and analyses techniques will
continually improve.

Once a plan has been adopted, EPA
does not generally require plan elements
such as emissions inventories and
attainment demonstrations to be
revisited and updated in response to
new information.2° There will always be
situations when new, better information
is on the horizon. Evaluating a plan
element based on information that was
not available at the time of submittal
would create a moving target that would
be impossible to meet. We do not,
therefore, believe it is appropriate to
disapprove the inventories based on
data that was developed subsequent to
submittal of the 2001 Plan.

The commenter fails to provide a
concrete example of substantiated data
that was available at the time of Plan
adoption that is not included in the
inventory. The version of EMFAC the
commenter notes would have provided
improved accuracy for motor vehicle
emissions was not yet approved and
available for use by the co-lead agencies
when the 2001 Plan was being
developed. See also section IIL.4. of the
RTC.

Comment 21: EPA must specify a
much more broad series of emissions
inventory corrections in the 2004 SIP
than those indicated in the proposed
approval of the 2001 Plan. A commenter
notes that reductions from Smog Check
II, which was approved by the
California legislature for the Bay Area in
September 2002, need to be factored
into the inventory. In addition, the
commenter stated that, according to an

20 The U.S. Court of Appeals for the District of
Columbia Circuit recently addressed a similar issue
and affirmed EPA’s position. Sierra Club v. EPA,
356 F.3d 296 (DC Cir. 2004).

article in the Los Angeles Times
published on January 16, 2003, CARB
has discovered errors in the South Coast
Air Basin’s emissions inventory and,
because the Bay Area relies on many of
the same CARB-derived emissions
factors, those errors are therefore
present in the Bay Area’s inventory and
must be corrected in the next inventory.

Response: We agree with the general
point made by the commenter:
inventories must be comprehensive,
accurate, and current. In the notice of
proposed rulemaking, we stated that if
the findings in the draft technical
assessment documents 21 regarding the
inventory numbers are confirmed, the
inventory submitted with the
subsequent plan must reflect the new
data. In addition, we noted that the
inventories must be modified to
incorporate data generated by the most
recent model developed by CARB and
accepted by EPA to determine emissions
from motor vehicles. We did not intend
to imply that those items can be
considered an exhaustive list of future
corrections because there is no way to
predict the state of knowledge that will
exist when the next inventory is
submitted to EPA. Other refinements to
the numbers that are made before the
next inventory is submitted, including
(but not limited to) any additional
corrections and any adjustments to
reflect the adoption of new regulations,
must of course be included.

EPA finds the emissions inventory in
the 2001 Plan to be very detailed. The
emission categories are well
documented, comprehensive, accurate,
and current. The emissions inventory
was prepared following the procedures
in EPA guidance,?2 using either EPA
emission factors found in AP—42 or
other appropriate emission factors
combined with Bay Area specific
activity data to estimate emissions from
each type of emissions source. This
approach is the customary method used
for preparing emissions inventories and
the one required by EPA guidance.
Emission inventories are not static but
are constantly updated and renewed as
new information, techniques, and
studies are made available. EPA finds
the emissions inventory in the SIP to be
sufficiently detailed.

21The District has prepared technical assessment
documents (TADs) that describe its findings with
respect to further study measures. The TADs can be
viewed online at http://www.baagmd.gov/enf/
RefineryFSM/refinery.asp.

22 See Emissions Inventory Guidance for
Implementation of Ozone and Particulate Matter
National Ambient Air Quality Standards (NAAQS)
and Regional Haze Regulations, EPA-454/R—-99—
006, April 1999, available online at www.epa.gov/
ttn/chief/ei_guide.html.

While we acknowledge that various
inventory enhancements and
corrections (including those to which
the commenters allude) need to be
reflected in future plan and budget
updates, we believe that such
inaccuracies, taken together, do not rise
to such a level of importance that they
justify our rejection of the current
inventories and budgets as insufficient
to provide an adequate framework for
air planning.

2. Comments on the Proposed Approval
of RACM

Comment 22: Commenters contend
that the 2001 Plan fails to include many
measures that should be considered
RACM for the Bay Area. Further, they
allege that EPA has not provided
sufficient support for its proposed
determination that the RACM analysis is
adequate.

Response: CAA section 172(c))(1)
requires nonattainment area plans to
provide for the expeditious
implementation of all reasonably
available control measures. EPA’s
principle guidance interpreting the
Act’s RACM requirement is found in the
General Preamble. See also “Guidance
on the Reasonably Available Control
Measures (RACM) Requirement and
Attainment Demonstration Submissions
for Ozone Nonattainment Areas,” from
John S. Seitz, Director, Office of Air
Quality Planning and Standards, to EPA
Regional Air Division Directors,
November 30, 1999. Under our
interpretation, a state does not need to
adopt measures that would not advance
the attainment date for the applicable
standard.23 The Bay Area’s and the
State’s previously enacted control
measures, along with the measures
committed to in the 2001 Plan that have
already been adopted and implemented,
have resulted in improved air quality
sufficient to qualify the Bay Area for a
finding of attainment at the end of the
2003 ozone season. We therefore
conclude that those controls reflect
RACM and are approving the plan as
meeting the RACM requirement of CAA
section 172(c)(1).

3. Comments on the Proposed Approval
of the Control Measure Commitments

Comment 23: The TCMs in the 2001
Plan are not approvable; they are
impermissibly vague in their
quantification of emissions reductions
and are unenforceable. The 2001 Plan

23EPA’s interpretation of the section 172(c)(1)
RACM requirement has been upheld by the District
of Columbia and Fifth Circuit Courts of Appeal in,
respectively, BCCA Appeal Group et al. v. EPA, 348
F.3d 93 (5th Cir. 2003) and Sierra Club v. EPA, 294
F.3d 155 (DC Cir. 2002).
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lumps the TCMs for the purposes of
calculating emissions reductions. This
complicates the legal enforceability of
the measures, which renders the SIP
and the TCMs unapprovable. Specific
emissions reductions should be
assigned to the TCMs.

Response: Since the emission
reductions associated with most TCMs
(e.g. demand management TCMs) are
interdependent, it is not unusual for the
impacts of TCMs to be assessed on a
cumulative basis. This is particularly
the case when, as here, the total
emission reductions from the measures
are small. The 2001 Plan provides an
enforceable commitment to implement
the TCMs to reduce VOC emissions by
0.5 tpd and NOx emissions by 0.7 tpd
between 2000 and 2006. The
effectiveness of the TCMs in meeting
this commitment will be documented in
future conformity determinations. In
order to show timely implementation as
required in future conformity analyses
(40 CFR 93.113) MTC must document
that the TCMs are being implemented
on schedule. Because the enforceable
commitment is to achieve the
cumulative emissions reductions by
2006, MTC must also document those
reductions. MTC should also document
the extent to which the implementation
of the individual TCMs meets the
identified levels. For example, for TCM
A, MTC should identify the number of
low-emission buses that were
purchased.

4. Comments on the Downwind
Transport of Air Pollution

Comment 24: CAA section 107(a)
directs states to address intrastate
transport “by submitting an
implementation plan for such state
which will specify the manner in which
the national primary and secondary
ambient air quality standards will be
achieved and maintained within each
air quality control region in such State.”
The currently approved statewide SIP,
the 1994 SIP, does not adequately
address the topic. Given the universal
acceptance of the fact that the Bay Area
is an upwind contributor of air
pollution to downwind areas that
violate the ozone NAAQS, EPA may not
lawfully approve the Bay Area SIP until
it specifically addresses air pollution
transport sufficiently to eliminate
significant consequences to downwind
Districts. The Bay Area SIP is not
adequate unless and until it is part of a
statewide SIP that comprehensively
addresses air pollution transport.

Response: CAA section 107(a) simply
affirms that each state has the primary
responsibility for assuring the air
quality within its borders and for

determining how this goal is to be
achieved. The commenter attempts to
improperly transform this
straightforward statutory provision into
one that establishes a SIP requirement
concerning intrastate transport. The
nonattainment area plan requirements
for the Bay Area are contained in
sections 110(a) and 172(c). While EPA
does interpret CAA section 110(a)(2)(A)
to require states to address intrastate
transport, they have significant latitude
in how they choose to do so. Thus EPA,
in acting on the 2001 Plan, does not
need to determine whether the State has
regulated emissions from the Bay Area
for purposes of transport. To the extent
that emissions from the Bay Area
significantly contribute to
nonattainment or maintenance of the
ozone standard in downwind areas,
however, the State will need to address
those contributing emissions in the
context of an attainment demonstration
for the downwind areas.

5. Comments on Additional Plan
Elements

Comment 25: The Clean Air Act
requires that plans provide an
affirmative demonstration of their
authority and ability to implement the
proposed plan. The District has failed to
include such a demonstration in the
SIP.

Response: In BCCA Appeal Group, the
U.S. Court of Appeals for the Fifth
Circuit agreed with the holdings of other
federal circuit courts that the
determination of what constitutes
“necessary assurances’ should be left to
the discretion of EPA. The Fifth Circuit
found that EPA was entitled to rely on
a certification of legal authority to
implement an ozone plan for Houston-
Galveston by the State of Texas’ legal
counsel. Here, the State in its
“Completeness Checklist for SIP
Revision: 2001 Bay Area Ozone Plan,”
(Checklist), section 2.1(c), has certified
that it, as well as the District and MTC,
have the necessary legal authority under
State law to adopt and implement the
plan. EPA has routinely accepted such
checklists as evidence of the requisite
legal authority and the Fifth Circuit
ruling validates that Agency decision.

6. Comments on the Impact of the State
Law and Court Orders

Comment 26: The District committed
several violations of State law during its
hasty plan promulgation process, and is
currently subject to an order of the San
Francisco County Superior Court to
correct those violations. Statement of
Decision and Order Thereon (Order),
filed July 24, 2003, Communities for a
Better Environment, et al. v. Bay Area

Air Quality Management District, et al.,
San Francisco County Superior Court
Case No. 323849.24 Until the District
cures these violations, it is plainly
without authority to implement the SIP
or provide the assurances required by
the Act. This provides an independent
basis for EPA’s disapproval of the Plan’s
adequacy. CAA section 110(a)(2)(E) and
40 CFR part 51, Appendix V, section
2.1(c) and (e).

Based on the California Public
Records Act, Government Code section
6250, et seq., the petitioners in the
above case claimed that the District
improperly destroyed files necessary to
enforce the 2001 Plan and the District’s
rules. The parties settled the issue
through a stipulated agreement and an
order of the Court under which the
District agreed to halt its practice of
destroying enforcement records without
notice and to institute practices assuring
permanent preservation of District
notices of violation and other
enforcement file materials. However,
some enforcement records were
destroyed prior to the order. Because of
the destruction of these documents, it is
certain that at least some repeat
violators will not be subject to the
proper form of enforcement because
records of their prior violations are
unavailable. The District is therefore
unable to provide assurance to EPA that
it has the resources to implement the
Plan and enforce its rules.

Response: The Court Order cited by
the commenter requires the District to
comply with California Government
Code section 60203 prior to any
destruction of certain public records.
That section allows the destruction of
such records if they are “* * *
photographed, microphotographed,
reproduced by electronically recorded
video images on magnetic surfaces,
recorded in the electronic data
processing system, recorded on optical
disk, reproduced on film or any other
medium that is a trusted system and
that does not permit additions,
deletions, or changes to the original
document. * * *” Thus, reproductions
of these documents must be made before
the originals can be destroyed.

The commenter’s claim that the
alleged destruction of certain of the
District’s enforcement files has resulted

24 The Order of the San Francisco Superior Court
has been appealed. Communities for a Better
Environment et al. v. Bay Area Air Quality
Management District et al., First Appellate District
Case Nos. A103991, A104179. EPA is aware that the
parties have recently reached a settlement of these
appeals that, if approved by the State courts, would
result in the vacatur of the July 24, 2003 Order.
However, because that vacatur has not yet occurred,
EPA responds in this action to the public comments
concerning the July 24, 2003 Order.
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in the inability of the District to enforce
its rules or implement the Bay Area plan
is unsubstantiated. Assuming, arguendo,
that the information in any files that
may have been destroyed is necessary to
the ongoing efforts of the District to
implement the plan and enforce its
rules, there are clearly numerous
methods of preserving and recording
data short of retaining reproductions of
original documents. More importantly,
even if some repeat violators are not
treated as such as a result of missing
records, that circumstance would not be
sufficient to impair an overall
enforcement program. Nor would it call
into question the District’s ability to
otherwise implement its plan. The
commenter has provided a conclusion
but no support for it.

Comment 27: The District violated the
California Environmental Quality Act
(CEQA) by adopting the Plan without
first preparing an adequate
environmental impact report. The Court
ruled that the District’s environmental
review documentation of the 2001 Plan
was vague and that the District’s actions
did not accord Petitioners an adequate
opportunity to comment on whether the
low VOC solvents required by the
adopted rules to implement SS—-13 and
SS—14 could have adverse impacts. The
Court ordered the District to prepare an
EIR for the adoption of the rules to
implement SS—13 and SS—14. Thus
EPA’s action on the adequacy of the
plan is premature and inappropriate
under the Act and EPA’s regulations.
The Court’s CEQA ruling clearly reflects
the State Court’s conclusion that the
District failed to follow all the
procedural requirements of the State’s
laws in conducting and completing the
adoption and issuance of the plan, as
required under 40 CFR Part 51, App V,
2.1(e).

Response: The commenter’s
contention has no merit. In this action,
EPA is approving two control measure
commitments in the plan known as SS—
13 and SS—14. The Court’s order on the
CEQA claim does not, however,
implicate these two control measure
commitments. In addition to declining
to set aside the District’s adoption of the
2001 plan, the Court noted that, after its
adoption of the plan, the District
adopted rules to implement SS—13 and
SS—14. The Court then ordered the
District to prepare an EIR for the
adoption of these rules. EPA in today’s
action is not approving the rules that are
the actual subject of the Court’s order.
Therefore the CEQA defect addressed by
Court’s order is not relevant to EPA’s
action here.

Comment 28: The State Gourt has
held that the 2001 Plan violates section

40233 of the California Health and
Safety Code and ordered that the co-lead
agencies develop a plan for public
comment that accomplishes the
necessary 26 tons of VOC emissions
reductions no later than 60 days from
the notice of entry of the order. Section
110(a)(2)(E) of the Clean Air Act
prohibits approval of a state clean air
plan if it violates state clean air laws.
Response: In addition to withdrawing
the attainment assessment in the 2001
plan, the State has withdrawn the
associated commitment by the co-lead
agencies and CARB to adopt and submit
measures to achieve 26 tpd of VOC
emission reductions. As a result of our
final attainment finding for the area and
the resulting suspension of the CAA’s
attainment demonstration requirement
for the Bay Area, these plan elements
are not currently required. Therefore the
State Gourt’s holding that the 2001 plan
violates section 40233 of the California
Health and Safety Code is not relevant.
Comment 29: The CAA and EPA’s
regulations require assurances that the
2001 Plan and all of its elements were
properly adopted. Several defects in the
State’s process and/or legal authority
jeopardize the Plan and its
implementation. CEQA was intended to
be an environmental full disclosure
statute and the EIR process necessarily
requires consideration of alternatives
and adoption of feasible alternatives or
mitigation measures that substantially
lessen or avoid adverse effects. The EIR
process also promotes public
involvement in agency decision making.
The San Francisco Superior Court’s
finding that additional environmental
disclosure and process is required is
damning evidence of the flaws in the
public review and involvement
processes leading to plan adoption.
Response: EPA’s completeness criteria
require evidence that the State has the
necessary legal authority under state
law to adopt and implement the plan
and evidence that the State followed all
of the procedural requirements of its
laws and constitution in conducting and
completing the adoption/issuance of the
plan. 40 CFR part 51, Appendix V,
section 2.1(c) and (e). EPA regulations
require public notice and hearings. 40
CFR 51.102. The commenter appears to
believe that these requirements compel
the State to comply with every aspect of
all of its laws and regulations. That is
not the case. The State need only
demonstrate that it has the legal
authority to adopt the plan and that it
has followed all of the requirements in
the State law and constitution that are
related to adoption of the plan. The
State has provided evidence that it has
met these requirements. See Checklist,

section 2.1(b) and (c). Contrary to the
commenters’s assertions, the State Court
Order actually supports this conclusion:
“The Court finds no violation of the
Clean Air Act or other applicable
authority occurred with respect to the
Air Resources Board’s adoption and
transmittal of the 2001 [plan] to the
Environmental Protection Agency.”
Order, p. 6.

7. Comments on the Interim Final
Determination

Based on our proposed approval of
the 2001 Plan (68 FR 42174), we made
an interim final determination that
California had corrected the deficiencies
for which a sanctions clock began on
October 22, 2001 (68 FR 42172, ]uly 16,
2003). The comments we received and
our responses are included in the RTC
document.

IV. Effect of the Attainment
Determination and 2001 Plan Action on
Transportation Conformity

CAA section 176(c) requires that
federally funded or approved
transportation actions in nonattainment
areas “conform” to the area’s air quality
plans. Conformity ensures that federal
transportation actions do not worsen an
area’s air quality or interfere with its
meeting the air quality standards.

One of the primary tests for
conformity is to show that
transportation plans and improvement
programs will not cause motor vehicle
emissions higher than the levels needed
to make progress toward and to meet the
air quality standards. These motor
vehicle emissions levels are set in an
area’s attainment, maintenance and/or
RFP demonstrations and are known as
the “transportation conformity budgets.”

EPA and the Federal Highway
Administration have developed
guidance that indicates that budgets
must be deemed adequate or approved
before they can be used.25 As stated
previously, we found the motor vehicle
emissions budgets in the 2001 Plan

25 See EPA memorandum “Conformity Guidance
on Implementation of March 2, 1999 Conformity
Court Decision” (EPA420-F-99-025, May 14,
1999); available online at http://www.epa.gov/otaq/
transp/conform/policy.htm#030299. This guidance
was developed in response to a 1999 decision of the
U.S. Court of Appeals for the District of Columbia
Circuit that requires EPA to make certain changes
in its conformity regulations (40 CFR 93.100 et. seq)
to provide that budgets must be deemed adequate
or approved, rather than simply submitted, in order
to be used in conformity determinations.
Environmental Defense Fund v. EPA, et al., 167 F.
3d 641 (DC Cir. 1999). As a result, EPA interprets
40 CFR 93.109(c)(5)(ii) to apply to budgets that have
been deemed adequate or have been approved, not
merely submitted. EPA’s current proposal to modify
the conformity regulations (68 FR 62690, 62724,
November 5, 2003) confirms this interpretation of
the conformity rule.
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adequate on February 14, 2002. 67 FR
8017. We are approving those budgets in
this action.26 Note that typically, under
40 CFR 93.118(e)(1), the motor vehicle
emission budget, once approved, cannot
be replaced by another unless the new
budget comes from an approved SIP.
However, as discussed in our proposed
approval of the budgets in the 2001 Plan
(68 FR 42174, 42181), EPA is approving
the vehicle emission budgets in that
plan only until new budgets developed
with EMFAC2002 are submitted and
found adequate for conformity
purposes. See 67 FR 1464 (January 11,
2002). Budgets developed with
EMFAC2002 will be more accurate than
those developed using EMFAC2000.27
Therefore, by limiting the duration of
our approval of the EMFAC2000-
derived budgets to the point when the
updated budgets are found adequate, the
updated budgets may be in place within
a few months of their submission. For
further discussion of the rationale for,
and the effect of, this limitation, please
see our promulgation of a limitation on
motor vehicle emission budgets
associated with various California SIPs,
at 67 FR 69139 (November 15, 2002).

We believe that the State and co-lead
agencies should move promptly to
develop and submit a maintenance plan.
The maintenance plan submittal should
include, in addition to the maintenance
year budgets, replacement 2006 budgets
that are revised based on the latest
approved version of EMFAC. Should
EPA determine that the Bay Area is
again subject to the 1-hour ozone
attainment demonstration requirement
as a result of a new violation of the 1-
hour standard prior to redesignation, the
State should submit a replacement 2006
budget with the attainment
demonstration. Again, this replacement
budget must use the latest approved
version of EMFAC.

26In our proposed attainment finding we noted
that “[i]f the attainment demonstration is
withdrawn . . . the continued applicability of the
budgets could be affected.”” 68 FR 62045. The State
did not, however, withdraw the budgets in the 2001
Plan when it withdrew the attainment assessment
but, in fact, specifically requested that EPA approve
them. See 1/30/04 Witherspoon letter. Further, the
State and District continue to implement the control
measures that brought the area into attainment.
Thus the final attainment finding has no effect on
those budgets.

27 Because EMFAC2000 has certain technical
limitations, EPA approved it only for use in
development of ozone motor vehicle emissions
factors for SIP development and future conformity
determinations in the San Francisco Bay Area. It
was superior to prior models available for use in the
area and the improved EMFAG2002 was not yet
available. 68 FR 42181.

V. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting federal
requirements and imposes no additional
requirements beyond those imposed by
state law. It also finds that the San
Francisco Bay Area has attained a
previously established national ambient
air quality standard based on an
objective review of measured air quality
data. Finally, it determines that certain
Clean Air Act requirements no longer
apply to the San Francisco Bay Area
because of the attainment finding.
Accordingly, the Administrator certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). Because this rule approves pre-
existing requirements under state law
and does not impose any additional
enforceable duty beyond that required
by state law, it does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),

because it is not economically
significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by June 21, 2004.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Ozone, Reporting and recordkeeping
requirements.
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Dated: April 1, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.

m Part 52, chapter ], title 40 of the Code
of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for Part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220 is amended by
adding paragraph (c)(323) to read as
follows:

§52.220 Identification of plan.
* * * * *

C * *x %

(323) The following plan was
submitted on November 30, 2001 by the
Governor’s designee.

(i) Incorporation by Reference

(A) Bay Area Air Quality Management
District

(1) San Francisco Bay Area Ozone
Attainment Plan for the 1-hour National
Ozone Standard (Section 3: Emission
Inventory; Section 5: Control Strategy,
except subsection “Demonstrating
Reasonable Further Progress”;
Appendix B: Control Measure
Descriptions; Appendix C: Reasonably
Available Control Measure Analysis;
Appendix E: Further Study Measure
Descriptions;) adopted on October 24,
2001.

[FR Doc. 04-9142 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81
[CA 118-PLANa; FRL-7641-7]

Approval and Promulgation of
Implementation Plans, Finding of
Attainment, and Designation of Areas
for Air Quality Planning Purposes; 1-
Hour Ozone Standard, East Kern
County, CA

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is finding that East Kern
County, California, has attained the 1-
hour ozone National Ambient Air
Quality Standard (NAAQS). EPA is
approving the East Kern County 1-hour
ozone maintenance plan and motor
vehicle emissions budgets as revisions

to the East Kern County portion of the
California State Implementation Plan
(SIP). Finally, EPA is redesignating the
East Kern County area to attainment for
the 1-hour ozone NAAQS.

DATES: This direct final rule is effective
June 21, 2004, without further notice,
unless we receive adverse comments by
May 24, 2004. If EPA receives adverse
comments, we will publish a timely
withdrawal of the direct final rule in the
Federal Register and inform the public
that the rule will not take effect.

ADDRESSES: Please address your
comments to: Dave Jesson, EPA Region
IX, 75 Hawthorne Street, San Francisco,
CA 94105-3901 or submit comments at
http://www.regulations.gov.

You can inspect copies of the docket
for this action at EPA’s Region IX office
during normal business hours. You can
also inspect copies of the submitted SIP
revision at the following locations:

California Air Resources Board, 1001 I Street,
Sacramento, CA 95814

Kern County Air Pollution Control District,
2700 M Street, Suite 302, Bakersfield, CA
93301-2370

FOR FURTHER INFORMATION CONTACT:
Dave Jesson, EPA Region IX, (415) 972—
3957, or Jesson.David@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.

9« ’s
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I. Background

A. East Kern County Designation,
Classification, SIP, and Attainment
Status

When the Clean Air Act (CAA) was
amended in 1990, each area of the
country that was designated
nonattainment for the 1-hour ozone
NAAQS was classified by operation of
law as marginal, moderate, serious,
severe, or extreme depending on the
severity of the area’s air quality
problem.! The East Kern County
nonattainment area (“East Kern’’) was
designated under CAA section 107 as
part of the San Joaquin Valley
nonattainment area, and was classified
under CAA section 181 as serious for
the 1-hour ozone NAAQS. See 40 CFR
81.305 and 56 FR 56694 (November 6,
1991), designating the entire Kern
County as part of the “San Joaquin
Valley Area” for ozone.

The Kern County Air Pollution
Control District (KCAPCD) adopted a
serious area plan, intended to
demonstrate rate-of-progress (ROP) and
attainment by the applicable deadline of
November 15, 1999.2 The California Air
Resources Board (CARB) timely
submitted the plan in 1994, along with
the plan adopted by the San Joaquin
Valley Unified Air Pollution Control
District for the remainder of the San
Joaquin Valley nonattainment area. We
approved the ROP and attainment plans
for the San Joaquin Valley, including
the portion of the SIP applicable to Kern
County, on January 8, 1997 (62 FR
1150).

1EPA’s 1-hour ozone standard of 0.12 parts per
million (ppm) was promulgated in 1979 (44 FR
8202, February 8, 1979). On July 18, 1997, we
promulgated a revised ozone standard of 0.08 ppm,
measured over an 8-hour period. In general, the 8-
hour standard is more protective of public health
and more stringent than the 1-hour standard. This
action addresses only the 1-hour standard. Areas
will be designated attainment or nonattainment of
the 8-hour standard in 2004. Ground-level ozone
can irritate the respiratory system, causing
coughing, throat irritation, and uncomfortable
sensations in the chest. Ozone can also reduce lung
function and make it more difficult to breathe
deeply, thereby limiting a person’s normal activity.
Finally, ozone can aggravate asthma and can
inflame and damage the lining of the lungs, leading
to permanent changes in lung function. More
details on ozone’s health effects and the ozone
NAAQS can be found at the following Web site:
http://www.epa.gov/ttn/naaqs/standards/ozone/
s_o3_index.html.

2“Rate-of-Progress and Attainment Demonstration
Plans for the Kern County Air Pollution Control
District,” adopted on December 1, 1994, and
submitted on December 28, 1994, by the Governor’s
designee. Since 1992, KCAPCD jurisdiction extends
only to the desert (i.e., eastern) portion of Kern
County, while the western portion of the County
lies within the jurisdiction of the multi-county San
Joaquin Valley Unified Air Pollution Control
District.
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On November 8, 2001 (66 FR 56476),
we took these actions: (1) We
determined that the San Joaquin Valley
had not attained the 1-hour ozone
standard by the 1999 deadline,
reclassified the area to severe, and set a
deadline for submittal of a SIP
addressing the severe area requirements
for the area; and (2) we separated the
eastern portion of Kern County from the
San Joaquin Valley area and extended
the attainment deadline for this new
serious area from 1999 to 2001,
pursuant to CAA section 181(a)(5).3 In
our rulemaking, we noted that, “if East
Kern County does not record a violation
in 2001, the area will be eligible for
redesignation to attainment for the 1-
hour ozone NAAQS, following
submittal by the State and approval by
EPA of a redesignation request and
maintenance plan addressing the
provisions of CAA section 175A.” 66 FR
56481.

East Kern attained the 1-hour ozone
NAAQS in 2001 and continued to
record levels below the NAAQS during
2002 and 2003. Attainment is achieved
when the average number of expected
exceedance days per year is 1.0 or less
for each monitor during a 3-year period.
See discussion in Section II.B.1., below.

On May 1, 2003, KCAPCD adopted
the Ozone Attainment Demonstration,
Maintenance Plan and Redesignation
Request (“maintenance plan”) to address
the CAA section 175A provisions
relating to 1-hour ozone maintenance
plans. On December 9, 2003, CARB
adopted and submitted specified
elements of the maintenance plan, and
requested that we approve these
elements and redesignate the area to
attainment for the 1-hour ozone
NAAQS. CARB specifically requested
that we approve the following elements
of the plan:

(a) Appendix A containing ambient
air quality data;

(b) Appendix B containing emissions
inventory data for the 1999 attainment
year and future years demonstrating that

3 As discussed in the proposed action (66 FR
27616, May 18, 2001), no exceedances of the 1-hour
ozone standard were recorded in 1999 or 2000 in
East Kern County. CAA section 181(a)(5) provides
that, upon application by a state, EPA may extend
the 1-hour ozone attainment deadline for up to two
one-year periods if the state has complied with all
requirements and commitments pertaining to the
area in the applicable SIP, and no more than one
exceedance of the NAAQS has occurred in the area
in the year preceding the extension year. EPA
approved the separation of East Kern County along
the boundary proposed by CARB. This boundary is
the same as the boundary between the jurisdictions
of the Kern County and the San Joaquin Valley air
districts, and generally follows the ridge line of the
Sierra Nevada and Tehachapi Mountain Ranges.
The precise description of the new boundary
appears at 40 CFR 81.305.

East Kern County’s future ozone
precursor inventory will not exceed the
1999 attainment year inventory;

(c) Chapter 6 containing contingency
measures; and

(d) Table 5-2 containing motor
vehicle emissions budgets.

B. Clean Air Act Provisions for
Maintenance Plans

CAA section 175A sets forth the
elements of a maintenance plan for
areas seeking redesignation from
nonattainment to attainment. The
maintenance plan must provide for
continued maintenance of the
applicable NAAQS for at least 10 years
after the area is redesignated to
attainment (CAA section 175A(a)). To
address the possibility of future NAAQS
violations, the maintenance plan must
contain contingency provisions that are
adequate to assure prompt correction of
a violation, and must include a
requirement that the State will
implement all measures with respect to
the control of the air pollutant
concerned which were contained in the
State implementation plan for the area
before redesignation of the area as an
attainment area (CAA section 175A(d)).

We have issued maintenance plan and
redesignation guidance, primarily in the
“General Preamble for the
Implementation of Title I of the Clean
Air Act Amendments of 1990” (“General
Preamble,” 57 FR 13498, April 16,
1992); a September 4, 1992 memo from
John Calcagni titled “Procedures for
Processing Requests to Redesignate
Areas to Attainment” (“Calcagni memo”’
available at: http://www.epa.gov/ttn/
naaqgs/ozone/ozonetech/940904.pdf); a
September 17, 1993 memo from Michael
H. Shapiro titled “State Implementation
Plan (SIP) Requirements for Areas
Submitting Requests for Redesignation
to Attainment of the Ozone and Carbon
Monoxide (CO) National Ambient Air
Quality Standards (NAAQS) on or after
November 15, 1992”; and a November
30, 1993 memo from D. Kent Berry titled
“Use of Actual Emissions in the
Maintenance Demonstrations for Ozone
and Carbon Monoxide (CO)
Nonattainment Areas.”

The Calcagni memo provides that an
ozone maintenance plan should address
five elements: an attainment year
emissions inventory (i.e., an inventory
reflecting actual emissions when the
area recorded attainment, and thus a
level of emissions sufficient to attain the
1-hour ozone NAAQS), a maintenance
demonstration, provisions for continued
operation of an appropriate air quality
monitoring network, verification of
continued maintenance, and
contingency measures.

C. Clean Air Act Provisions for
Redesignation

CAA section 107(d)(3)(E) allows for
redesignation providing that: (1) We
determine, at the time of redesignation,
that the area has attained the NAAQS;
(2) we have fully approved the
applicable implementation plan for the
area under section 110(k); (3) we
determine that the improvement in air
quality is due to permanent and
enforceable reductions in emissions
resulting from implementation of the
SIP, applicable Federal regulations, and
other permanent and enforceable
reductions; (4) we fully approve a
maintenance plan for the area as
meeting the requirements of section
175A; and, (5) the State containing such
area has met all nonattainment area
requirements applicable to the area
under section 110 and part D. We have
provided guidance on redesignation in
the General Preamble and in the
guidance memos cited above.

II. EPA Review of the East Kern County
Maintenance Plan and Redesignation
Request and EPA Finding of Attainment

A. Maintenance Plan

As discussed above in Section L. A.,
CARB submitted the maintenance plan
on December 9, 2003.4 The plan consists
of a single volume, including
appendices on air quality data and
projected emissions.

1. Emissions Inventory

The maintenance plan includes
emissions inventories for Volatile
Organic Compounds (VOC) and
Nitrogen Oxides (NOx) for 1990, 1999,
2001, 2005, 2010, 2015, and 2020.
Emissions forecasts for future years take
into account projected growth and
changes in control factors, using
established State methodologies.5 The
emissions inventories were updated in
March 2003, and are presented as
emissions in tons per summer day using
the State’s most recent data for
stationary, area, and mobile categories.

The inventories use current and
accurate methodologies, emissions
factors, and survey information. The
onroad emissions inventories employ
the new CARB motor vehicle emissions
factor model, EMFAC2002, and the
latest planning activity levels. On April
1, 2003 (68 FR 15720-15723), we

40n December 18, 2003, we found that this
submittal met the completeness criteria in 40 CFR
51 appendix V, including the requirement for
proper public notice and adoption.

5 The maintenance plan uses the term Reactive
Organic Compounds (ROC) in place of the Federal
terminology, VOC. The terms are essentially
synonymous. Because VOC is the more common
term, we use it in this notice.
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published a Federal Register notice
stating our conclusion that the
EMFAC2002 emission factor model is
acceptable for use in SIP development
and transportation conformity. Because
the inventories are current, accurate,
and complete, we are approving them
under CAA section 172(c)(3) and 175A.

2. Maintenance Demonstration

Original maintenance plans must
show how the NAAQS will be
maintained for the next 10 years
following redesignation to attainment.
This is generally performed by assuming
that the emissions levels at the time
attainment is achieved constitute a limit
on the emissions that can be
accommodated without violating the
NAAQS. In the case of this plan,
projected VOC and NOx emissions
through 2015 show continued
attainment, since emissions levels of
both of the ozone precursors are below
2001 levels. Table 1 below shows
baseline and projected summer day
emissions levels.

TABLE 1.—EAST KERN COUNTY
MAINTENANCE DEMONSTRATION
[Annual average emissions in tons per day]

Year VOC NOx
14.44 36.48
13.80 36.55
13.01 36.37
12.02 35.42
12.58 36.49

Source: East Kern County Maintenance
Plan, Appendix B

Maintenance is demonstrated since
total emissions of the two ozone
precursors decline from the attainment
year inventories. Increasingly stringent
California and Federal motor vehicle
emissions standards and fleet turnover
account for the bulk of the inventory
reductions, and the remaining emissions
reductions come from fully adopted,
permanent, and enforceable State, local,
and Federal regulations.

We are approving the maintenance
demonstration under CAA section
175A(a), since the plan shows that
emissions will remain below attainment
levels due to the projected impact of
fully adopted, permanent, and
enforceable regulations.

3. Continued Ambient Monitoring

The maintenance plan needs to
contain provisions for continued
operation of an air quality monitoring
network that meets the provisions of 40
CFR part 58 and will verify continued
attainment. CARB’s Executive Order G—
03-057 includes a commitment that the
State will “work with the Kern County
Air Pollution Control District to ensure
continued ozone air quality monitoring
in the East Kern County nonattainment
area, in accordance with 40 CFR Part 58,
for at least ten years following
redesignation of the area to attainment,
in order to verify the attainment status
of the area” (page 5 of the Executive
Order). This CARB commitment meets
the continued monitoring provision,
and we are approving it under CAA
section 175A.6

4. Verification of Continued Attainment

The maintenance plan needs to show
how the responsible agencies will track
progress, and the plan should
specifically provide for periodic
inventory updates. The KCAPCD will
meet this obligation through triennial
updates to the area’s attainment plan for
the more protective State 1-hour ozone
standard, which are mandated by the
California Clean Air Act. These updates
include assessments of the effectiveness
of the control strategy, corrections for
deficiencies in meeting progress
requirements under State law, new
emissions inventory data and
projections, and summaries of
monitored air quality data. The triennial
updates will meet our provisions for
verification of continued attainment. We
are approving this provision under CAA
section 175A.

5. Contingency Provisions

CAA section 175A(d) provides that
maintenance plans include contingency
provisions “necessary to assure that the
State will promptly correct any
violation of the standard.* * * Such
provisions shall include a requirement
that the State will implement all
measures with respect to the control of
the air pollutant concerned which were
contained in the State implementation
plan for the area before redesignation of
the area as an attainment area.”

Table 6—1 of the maintenance plan
lists KCAPCD contingency measures.
These measures are listed below in
Table 2, “Contingency Measures.”

TABLE 2.—CONTINGENCY MEASURES SOURCE: EAST KERN COUNTY MAINTENANCE PLAN, TABLE 6—1

Ozone
Rule Title Implementing agency pre-
cursor
Solid Waste Landfills .........cccoeiiiiriiniceieeeeeeeeeee e KCAPCD VOC.
Coatings-Aircraft and Aerospace EXterior ..........cccoovveenenennnenen. KCAPCD VOC.
Electronics Manufacturing KCAPCD .. VOC.
Commercial Charbroiling ... | KCAPCD .. VOC.
Stationary Gas Turbine ENgines ........ccccvvveieiniinnenecne e KCAPCD NOx.
Portland Cement KilNS ........cocoiiiiiiiiiiieceeeeee e KCAPCD NOx.
Hot Mix Asphalt Batch Plants—Combustion . KCAPCD .. NOx.
Industrial & Commercial Package Boilers ..... ... | KCAPCD .. NOx.
Stationary Piston ENgines ..o KCAPCD NOx.
Natural Gas Combustion in External Combustion Devices .......... KCAPCD NOx

The CAA section 175A(d) and EPA’s
guidance on contingency provisions in
maintenance plans do not require that
the measures be fully adopted. The
measures with rule numbers in Table 2
have been fully adopted, are now being

6In addition, the Navy has indicated that it
intends to continue operating its ozone monitor at
the China Lake Naval Weapons Center.

fully implemented, and will continue to
deliver excess reductions beyond those
required to bring the area into
attainment.” These rules are not in fact
contingent, but rather achieve emissions
reductions beyond those needed for

7In previous rulemaking, we have approved as

part of the SIP Rules 425, 425.1, 425.2, 425.3, and
427, but we have not yet taken action on Rule 422.1.

continued maintenance and will be
retained as part of the SIP. The
measures indicated as “new’” have not
yet been adopted, but would be adopted
and implemented as needed to ensure
that any violation of the NAAQS that
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occurs after redesignation to attainment
will be corrected promptly. We are
approving the measures as meeting the
requirements of CAA section 175A(d).

6. Motor Vehicle Emissions Budgets

Maintenance plan submittals must
specify the maximum emissions of
transportation-related precursors of
ozone allowed in the last year of the
maintenance period. The submittals
must also demonstrate that these
emissions levels, when considered with
emissions from all other sources, are
consistent with maintenance of the
NAAQS. In order for us to find these
emissions levels or “budgets” adequate
and approvable, the submittal must
meet the conformity adequacy
provisions of 40 CFR 93.118(e)(4) and
(5), and be approvable under all
pertinent SIP requirements.

The budgets defined by this and other
plans when they are approved into the
SIP or, in some cases, when the budgets
are found to be adequate, are then used
to determine the conformity of
transportation plans, programs, and
projects to the SIP, as described by CAA
section 176(c)(3)(A). For more detail on
this part of the conformity requirements,
see 40 CFR 93.118. For transportation
conformity purposes, the cap on
emissions of transportation-related
ozone precursors is known as the motor
vehicle emissions budget. The budget
must reflect all of the motor vehicle
control measures contained in the
maintenance demonstration (40 CFR
93.118(e)(4)(v)).

The motor vehicle emissions budgets
are presented in Table 3 below, entitled
“East Kern County Maintenance Plan
Motor Vehicle Emissions Budgets,”
which is taken from Table 5-2.

TABLE 3.—EAST KERN COUNTY MAIN-
TENANCE PLAN MOTOR VEHICLE
EMISSIONS BUDGETS

[Emissions are shown in tons per summer
day]

Budget year NOx VOC

8.1 4.8

8 See generally 57 FR 13506 (April 16, 1992) and
Memorandum from D. Kent Berry, Acting Director,
Air Quality Management Division, EPA, to Regional
Air Office Directors; “Procedures for Processing
Bump Ups and Extensions for Marginal Ozone
Nonattainment Areas,” February 3, 1994. While
explicitly applicable only to marginal areas, the
general procedures for evaluating attainment in this
memorandum apply regardless of the initial
classification of an area because all findings of
attainment are made pursuant to the same Clean Air
Act requirements in section 181(b)(2).

TABLE 3.—EAST KERN COUNTY MAIN-
TENANCE PLAN MOTOR VEHICLE
EMISSIONS BUDGETS—Continued
[Emissions are shown in tons per summer

day]
Budget year NOx VOC
2005 oo 71 3.9
2015 i 4.0 2.1

The maintenance plan notes that “the
budgets were slightly adjusted by
adding one tenth of a ton to account for
potential emission increases associated
with recent state legislation affecting
smog check requirements. Because these
emissions budgets are expressed in
tenths of a ton per day, onroad motor
vehicle emissions estimates should be
rounded up to the next tenth of a ton”
in future conformity determinations.
(Page 5-5 of the maintenance plan.)

Under our policy for reviewing the
adequacy of motor vehicle emissions
budget submissions, these budgets were
posted on our transportation conformity
Web site (hitp://www.epa.gov/oms/traq)
for public comment. The public
comment period on budget adequacy
closed on January 16, 2004. We received
no comments on the adequacy of the
budgets.

As discussed above, the motor vehicle
emissions portion of these budgets (i.e.,
the evaporative and tailpipe emissions)
was developed using EMFAC2002 and
updated county-specific vehicle data,
including the latest East Kern County
planning assumptions on vehicle fleet
and age distribution and activity levels.
In this action, we are approving the
motor vehicle emission budgets under
CAA section 176(c)(2) because the
budgets are consistent with the criteria
of 40 CFR 93.118(e)(4) and (5),
including consistency with the motor
vehicle emissions inventory used in the
maintenance demonstration.

B. Redesignation Provisions

1. Finding of Attainment of the 1-Hour
Ozone NAAQS

The 1-hour ozone NAAQS is 0.12
ppm, not to be exceeded on average

9 The fourth highest value is used as the design
value because a monitor may record up to 3
exceedances of the standard in a 3-year period and
still show attainment, since 3 exceedances over 3
years would average 1 day per year, the maximum
allowed to show attainment of the 1-hour ozone
standard. If the monitor records a fourth exceedance
in that period, it would average more than 1
exceedance day per year and would no longer show
attainment. Therefore, if a State can reduce the
fourth highest ozone value to below the standard,
thus preventing a fourth exceedance, then it can
demonstrate attainment.

more than 1 day per year over any 3-
year period at any monitor within the
area. 40 CFR 50.9 and appendix H.
Therefore, demonstrating that an area
has attained the 1-hour standard
requires calculating the average number
of days over the standard per year at
each monitor during the preceding 3-
year period.8

For this proposal, we include Table 4
below, entitled “East Kern County 1-
Hour Ozone Maximum Concentrations
and Exceedance Days,” showing
attainment based on both the design
value and the average number of
exceedance days per year for the period
1999 through 2003. The design value is
an ambient ozone concentration that
indicates the severity of the ozone
problem in an area and is used to
determine the level of emission
reductions needed to attain the
standard, that is, it is the ozone level
around which a State designs its control
strategy for attaining the ozone
standard. A monitor’s design value is
the fourth highest ambient
concentration recorded at that monitor
over the previous 3 years. An area’s
design value is the highest of the design
values from the area’s monitors.?
Attainment is determined using all
available, quality-assured air quality
data for the 3-year period up to and
including the attainment date.1°
Consequently, we used all of the
quality-assured data available to
determine whether the East Kern
County area attained the 1-hour ozone
standard. From the available air quality
data, we have calculated the average
number of days over the standard and
the design value for each ozone monitor
in the nonattainment area. It should be
noted that not all data for the 4th
quarter of 2003 have yet been quality
assured and entered into EPA’s
Aerometric Information Retrieval
System-Air Quality Subsystem (AIRS—
AQS) database.

10 All quality-assured available data include all
data available from the state and local/national air
monitoring (SLAMS/ NAMS) network as submitted
to EPA’s AIRS system and all data available to EPA
from special purpose monitoring (SPM) sites that
meet the requirements of 40 CFR 58.13. See
Memorandum John Seitz, Director, OAQPS, to
Regional Air Directors; “Agency Policy on the Use
of Ozone Special Purpose Monitoring Data,” August
22,1997, available at: http://www.epa.gov/ttn/
amtic/files/ ambient/criteria/spms3.pdyf.
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TABLE 4.—EAST KERN COUNTY 1-HOUR OZONE MAXIMUM CONCENTRATIONS AND EXCEEDANCE DAYS
4th
. 1st 2nd 3rd p
Monitor maximum maximum maximum (d?s?g;(rlln:/l;me) Exceedances
Mojave:
1900 e 0.119 0.113 0.112 0.111 0
0.113 0.112 0.112 0.106 0
0.126 0.119 0.118 0.116 1
0.115 0.113 0.111 0.103 0
0.120 0.119 0.116 0.111 0
0.104 0.083 0.082 0.080 0
0.100 0.094 0.093 0.091 0
0.089 0.087 0.086 0.085 0
0.101 0.093 0.092 0.091 0
0.095 0.089 0.084 0.083 0
0.114 0.111 0.111 0.110 0
0.123 0.117 0.115 0.114 0
0.117 0.110 0.109 0.108 0
0.081 0.080 0.079 0.078 0
Monitor not operated

2003 data are preliminary. The China Lake and Edwards monitors are SPMs operated by the Navy and Air Force, respectively, but must be
considered in determining attainment, per EPA’s policy on use of ozone SPM data. See Memorandum dated August 22, 1997, from John Seitz to
Regional Air Directors, entitled “Agency Policy on the Use of Ozone Special Purpose Monitoring Data” at http.//www.epa.gov/ttn/amtic/files/ ambi-

ent/criteria/spms3.pdf.

Under CAA section 181(b)(2)(A), we
must determine whether an ozone
nonattainment area has attained the
standard by the applicable attainment
deadline. As discussed above in Section
I.A., East Kern did not attain by the
serious area deadline of 1999, but the
area was granted two one-year
attainment date extensions pursuant to
CAA section 181(a)(5), thus moving the
attainment deadline to 2001. 77 FR
56476 (November 8, 2001). From Table
4, it is apparent that no monitor in East
Kern recorded more than 3 exceedances
of the standard for the period 1999-
2001. The highest design value at any
monitor, and thus the design value for
East Kern, for 1999-2001 is 0.116 ppm
based on the highest 4th maximum
concentration recorded in 2001 at the
Mojave site. We are therefore finding
under CAA section 181(b)(2)(A) that
East Kern attained the 1-hour ozone
standard by the applicable deadline of
2001.

Table 4 also shows that the highest
design value at any monitor for the 3-
year periods 2000—2002 and 2001-2003.
As for the period 1999-2001, the design
value for East Kern for both 2000-2002
and 2001-2003, is 0.116 ppm, based on
the 4th maximum concentration
recorded in 2001 at the Mojave site.
During these 3-year periods, no monitor
recorded more than 3 exceedances.
Table 4 shows that the area has
continued to maintain the standard
through the most recent three-year
period of 2001-2003, and East Kern has
thus met this prerequisite to
redesignation.

2. Fully Approved Implementation Plan
under CAA Section 110(k)

Following adoption of the CAA of
1970, California has adopted and
submitted and we have fully approved
at various times provisions addressing
the various SIP elements applicable in
East Kern County. As previously
mentioned, we fully approved the 1-
hour ozone ROP and attainment plan
applicable to Kern County on January 8,
1997 (62 FR 1150).

3. Improvement in Air Quality Due to
Permanent and Enforceable Measures

Chapter 5 of the maintenance plan
provides information on activity levels
in the area, noting that there is a lack
of significant historical change since
1990 and a lack of change in the future.
The economy is heavily dependent
upon the Naval Air Weapons Station
and Edwards Air Force Base, along with
related private industry aerospace
activities. Mining is the other economic
base. Gold and silver mining has
diminished since 1992, while borax
mining has remained constant. Growth
is not projected in the industry as a
whole. Just as attainment cannot be
ascribed to unusually reduced activity
levels, so it cannot be attributed to
favorable meteorology. For example,
immediately adjacent nonattainment
areas experienced unfavorable
meteorology in 2003 and dramatic
increases in ozone concentrations, but
the design value in East Kern County
remained well below the 1-hour ozone
NAAQS during the past year. Finally,
the projected emissions inventory,

which shows a decline in total VOC and
NOx emissions (see Table 1, above),
takes credit only for reductions that are
permanent and enforceable. We
therefore conclude that attainment was
not the result of unusual activity or
meteorology, but rather the permanent
and enforceable emissions control
measures that continue in force at the
State, local, and federal level. Examples
of these measures are presented in Table
3—1 of the maintenance plan.

4. Fully Approved Maintenance Plan

In Section II.A., above, we are
proposing to approve the maintenance
plan as meeting the CAA section 175A
provisions.

5. CAA Section 110 and Part D
Provisions Satisfied

We approved the East Kern ozone
attainment SIP on January 8, 1997 (62
FR 1150) with respect to CAA section
110 and Part D provisions applicable to
a serious ozone nonattainment area. As
noted above, we have approved other
CAA section 110 SIP provisions
applicable to East Kern County at
various times in the past.

We have not approved the KCAPCD
new source review (NSR) rule as
meeting the part D requirements
contained in CAA section 172(c)(5).
However, consistent with EPA
guidance, we are not requiring as a
prerequisite to redesignation to
attainment EPA’s full approval of a part
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D NSR program.!? Under this guidance,
nonattainment areas may be
redesignated to attainment
notwithstanding the lack of a fully-
approved part D NSR program, so long
as the program is not relied upon for
maintenance. The East Kern
maintenance plan does not rely on the
NSR program and, therefore, the area
will not need a part D NSR program to
maintain the 1-hour ozone NAAQS.

II1. Public Comment and EPA Action

Under CAA section 181(b)(2)(A), we
are finding that the East Kern area
attained the 1-hour ozone NAAQS by
the applicable attainment deadline of
2001. We are approving the East Kern
County Maintenance Plan under CAA
sections 175A and 110(k)(3). We are
approving the 2001, 2005, and 2015
VOC and NOx motor vehicle emissions
budgets in Table 5-2 of the maintenance
plan under CAA sections 176(c)(2) as
adequate for attainment and
maintenance of the 1-hour ozone
NAAQS and for transportation
conformity purposes. Finally, we are
redesignating East Kern County area to
attainment for the 1-hour ozone
standard under CAA section
107(d)(3)(E).

We do not think anyone will object to
this approval and redesignation, so we
are finalizing them without proposing it
in advance. However, in the Proposed
Rules section of this Federal Register,
we are simultaneously proposing
approval of the same submitted
maintenance plan and request for
redesignation to attainment. If we
receive adverse comments by May 24,
2004, we will publish a timely
withdrawal in the Federal Register to
notify the public that the direct final
approval will not take effect and we will
address the comments in a subsequent
final action based on the proposal. If we
do not receive timely adverse
comments, the direct final approval will
be effective without further notice on
June 21, 2004. This will incorporate the
maintenance plan into the federally
enforceable SIP and redesignate the area
to attainment of the 1-hour ozone
NAAQS.

IV. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not

11 Memorandum from Mary D. Nichols entitled
“Part D New Source Review (Part D NSR)
Requirements for Areas Requesting Redesignation
to Attainment,” October 14, 1994.

subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under state law and does not impose
any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104—4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),
because it is not economically
significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the

National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by June 21, 2004.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects
40 CFR Part 52

Environmental protection, Air
pollution control, Hydrocarbons,
Incorporation by reference,
Intergovernmental relations, Nitrogen
dioxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

40 CFR Part 81

Environmental protection, Air
pollution control, National parks,
Wilderness areas.

Dated: March 19, 2004.

Laura Yoshii,
Acting Regional Administrator, Region IX.
m Parts 52 and 81, chapter ], title 40 of

the Code of Federal Regulations are
amended as follows:
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PART 52—[AMENDED]

m 1. The authority citation for Part 52

continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

Subpart F—California

m 2. Section 52.220 is amended by
adding paragraph(c)(322)to read as
follows:

§52.220 Identification of plan.

* * * * *

(C) * *x %

(322) New and amended plan for the
following agency was submitted on
December 9, 2003, by the Governor’s
designee.

(i) Incorporation by reference.

(A) Kern County Air Pollution Control
District.

(1) East Kern County Ozone
Attainment Demonstration,
Maintenance Plan and Redesignation
Request, adopted on May 1, 2003:
Chapter 5—“Regional Forecast,”
including emissions inventory summary
(Table 5—1) and motor vehicle emissions
budgets (Table 5-2); Chapter 6—
“Emission Control Measures,” including

CALIFORNIA—OZONE
[1-Hour Standard]

contingency measures (Table 6—1); and
Appendix B—“Emission Inventories.”

PART 81—[AMENDED]

m 1. The authority citation for Part 81
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

m 2.In §81.305, the California Ozone (1-
Hour Standard) table is amended by
revising the entry for the East Kern
County area to read as follows:

§81.305 California.

* * * * *

Designated area

Designation Classification

Date !

Type Date! Type

* *

East Kern County:

That portion of Kern County that lies east and south of a line described below: Be-

6/21/04 Attainment ...

ginning at the Kern-Los Angeles County boundary and running north and east
along the northwest boundary of the Rancho La Liebre Land Grant to the point of
intersection with the range line common to Range 16 West and Range 17 West,
San Bernardino Base and Meridian; north along the range line to the point of
intersection with the Rancho EI Tejon Land Grant boundary; then southeast,
northeast, and northwest along the boundary of the Rancho El Tejon Grant to the
northwest corner of Section 3, Township 11 North, Range 17 West; then west 1.2
miles; then north to the Rancho El Tejon Land Grant boundary; then northwest
along the Rancho El Tejon line to the southeast corner of Section 34, Township
32 South, Range 30 East, Mount Diablo Base and Meridian; then north to the
northwest corner of Section 35, Township 31 South, Range 30 East, then north-
east along the boundary of the Rancho El Tejon Land Grant to the southwest cor-
ner of Section 18, Township 31 South, Range 31 East; then east to the southeast
corner of Section 13, Township 31 South, Range 31 East; then north along the
range line common to Range 31 East and Range 32 East, Mount Diablo Base and
Meridian, to the northwest corner of Section 6, Township 29 South, Range 32
East; then east to the southwest corner of Section 31, Township 28 South, Range
32 East; then north along the range line common to Range 31 East and Range 32
East to the northwest corner of Section 6, Township 28 South, Range 32 East,
then west to the southeast corner of Section 36, Township 27 South, Range 31
East, then north along the range line common to Range 31 East and Range 32
East to the Kern-Tulare County Boundary.

* *

1 This date is November 15, 1990, unless otherwise noted.

* * * * *

[FR Doc. 04-9036 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 63 and 262
[OA-2004-0001; FRL-7650-6]
RIN 2090-AA13

National Environmental Performance
Track Program

AGENCY: Environmental Protection
Agency (EPA)

ACTION: Final rule.

SUMMARY: EPA is issuing regulations
applicable only to members of EPA’s
National Environmental Performance
Track Program (Performance Track, or
the Program). Today’s action includes a
revision to the Resource Conservation
and Recovery Act (RCRA) regulations to
allow hazardous waste generators who
are members of Performance Track up to
180 days, and in certain cases 270 days,
to accumulate their hazardous waste
without a RCRA permit or interim
status; and simplified reporting
requirements for facilities that are
members of Performance Track and
governed by Maximum Available

Control Technology (MACT) provisions
of the Clean Air Act (CAA). Today’s
final rule reflects EPA’s response to
comments filed by the public, interested
stakeholders and associations, the
Performance Track Participants
Association, and Performance Track
members. These provisions are intended
to serve as incentives for facility
membership in the National
Environmental Performance Track
Program while ensuring the current
level of environmental protection
provided by the relevant RCRA and
MACT provisions.

DATES: This final rule is effective on
April 22, 2004.
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ADDRESSES: EPA has established a
docket for this action under Docket ID
No. OA-2004-0001. All documents in
the docket are listed in the EDOCKET
index at http://www.epa.gov/edocket.
Although listed in the index, some
information is not publicly available,
i.e., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically in
EDOCKET or in hard copy at the Office
of Environmental Information Docket,
EPA/DC, EPA West, Room B102, 1301
Constitution Ave., NW., Washington,
DC. The Public Reading Room is open
from 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the Office
of Environmental Information Docket is
(202) 566—1752. In addition to being
available in the docket, an electronic
copy of this final rule will also be
available on the Worldwide Web
through the National Environmental
Performance Track (Performance Track)

Web site at http://www.epa.gov/
performancetrack.

FOR FURTHER INFORMATION CONTACT: Mr.
Robert D. Sachs, Performance Incentives
Division, Office of Business and
Community Innovation, Office of Policy,
Economics and Innovation, Office of
Administrator, Mail Code 1808T, United
States Environmental Protection
Agency, 1200 Pennsylvania Avenue,
Washington, DC 20460; telephone
number 202-566—2884; fax number
202-566—0966; e-mail address:
sachs.robert@epa.gov, or Mr. Chad
Carbone, Performance Incentives
Division, Office of Business and
Community Innovation, Office of Policy,
Economics and Innovation, Office of
Administrator, Mail Code 1808T, United
States Environmental Protection
Agency, 1200 Pennsylvania Avenue,
Washington, DC 20460; telephone
number 202-566—2178; fax number
202-566—0292; e-mail address:
carbone.chad@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does This Action Apply to Me?

Categories and entities potentially
regulated by this action include all

entities regulated by EPA, pursuant to
its authority under the various
environmental statutes, who voluntarily
decide to join the Performance Track
Program. Thus, potential respondents
may fall under any North American
Industry Classification System (NAICS)
Code. The following table lists the
Primary NAICS Codes for all current
Performance Track members.

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
regulated by this action. This table lists
the types of entities that EPA is now
aware could potentially be regulated by
this action. Other types of entities not
listed in the table could also be
regulated. To determine whether your
facility is eligible to be regulated by this
action, you should carefully examine
the qualifying criteria for the
Performance Track Program at
www.epa.gov/performancetrack. If you
have questions regarding the
applicability of this action to a
particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

PRIMARY NORTH AMERICAN INDUSTRY CLASSIFICATION SYSTEM (NAICS) CODES OF CURRENT PERFORMANCE TRACK

MEMBERS
Industry group SIC NAICS
Surgical Appliance and Supplies ManUFACIUNNG .......c.ooiiiiiiiiiieee et nare e 339113
Laboratory Apparatus and Furniture Manufacturing 339111
Pharmaceutical Preparation Manufacturing ..........cccocceiieiniiniiinieneeneeeee 325412
All Other Miscellaneous Chemical Product and Preparation Manufacturing ... 325998
Fossil Fuel Electric Power Generation ............coceceieeienineeneneeseseese e 221112
Dry Cleaning and Laundry Services (except Coin-Operated) 812320
Heating Oil Dealers ..........ccccoviiiiiiiiiiiicce s 454311
Paper (except Newsprint) MIllS ........c.cooiiiiiii e 322121
Radio and Television Broadcasting and Wireless Communications Equipment Manufacturing ... 334220
Surgical and Appliance and Supplies ManufacCturing ...........coceereeeieeniinneereeee e 339113
Research and Development in the Physical, Engineering, and Life Sciences ... 541710
Plastics Material and Resin Manufacturing .........cc.cccoceeiieiiinnin e, 325211
Wood Preservation .........ccccoceeviiiiiencenecneeeee 321114
All Other Basic Organic Chemical Manufacturing .... 325199
Ball and Roller Bearing Manufacturing .... 332991
Tire Manufacturing (except Retreading) .........cc.c...... 326211
Semiconductor and Related Device Manufacturing . 334413
All Other Motor Vehicle Parts Manufacturing ........... 336399
Fruit and Vegetable Canning .........cccccceceevnenee. 311421
Paperboard Mills ..................... 322130
Commercial Screen PrNtiNgG ........cooeeiieiiiieieieeee e 323113
Unlaminated Plastics Film and Sheet (except Packaging) Manufacturing ... 326113
Electronic Computer ManufaCturing .........c.cccoeerererienenieneeee e 334111
Other Motor Vehicle Electrical and Electronic Equipment Manufacturing ... 336322
Surgical and Medical Instrument Manufacturing ...........cccccoeeiiiniiininnnne 339112
Ophthalmic Goods Manufacturing ........... 339115
All Other Miscellaneous Manufacturing ... 339999
Hydroelectric Power Generation ............c.ccceceene 221111
Electric Bulk Power Transmission and Control .... 221121
Electric Power Distribution ...........cccccoeviiiiiieiicene 221122
Medicinal and Botanical Manufacturing .............ccoceiiiiiiiiniiiiiiis 325411
All Other Miscellaneous Nonmetallic Mineral Product Manufacturing ... 327999
Printed Circuit Assembly (Electronic Assembly) Manufacturing ............ 334418
Motor Vehicle Body Manufacturing .........ccccceeenvieninienicieeiecene 336211
Dry, Condensed, and Evaporated Dairy Product ManufaCturing ...........ccccoooueiiiiiieiiie i 311514
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PRIMARY NORTH AMERICAN INDUSTRY CLASSIFICATION SYSTEM (NAICS) CODES OF CURRENT PERFORMANCE TRACK

MEMBERS—Continued
Industry group SIC NAICS

Carpet and Rug Mills .........cccccooeiiiiiiiinne 314110
Cut Stock, Re-sawing Lumber, and Planing ............ 321912
All Other Basic Inorganic Chemical Manufacturing .. 325188
Soap and Other Detergent ManUFACIUING ......c..eoiuieiiiiiii ittt ettt sae et esab e e bt e s s e e naeesreenaeeens 325611
Custom Compounding of PUrchased RESINS ...........cciiiiiiiiiiiii e es | caeeseeseessesnens 325991
All Other Plastics Product Manufacturing .......... 326199
Concrete Block and Brick Manufacturing 327331
Iron and Steel Mills ............c........ 331111
Aluminum Die-Casting FOUNAIES .........ccciiiiiiiiiiic e e 331521
Metal Coating, Engraving (except Jewelry and Silverware), and Allied Services to Manufacturers .... 332812
Farm Machinery and Equipment ManUfaCUINING .......cc.eoiiiiiiiiiie ettt sttt st e saeeenaeas 333111
Office Machinery ManUFACTUIING .......oouiiiiiiiet ettt sa et sae e et e e sab e e bt e et e e naeesareenaneens 333313
Pump and Pumping Equipment Manufacturing .... 333911
Electron Tube ManUFACIUNING ...ttt s b e e b e e e b s e e ae e eaneas 334411
Search, Detection, Navigation, Guidance, Aeronautical, and Nautical System and Instrument Manufacturing ............ | «occcoeevieenen. 334511
Instrument Manufacturing for Measuring and Testing Electricity and Electrical Signals 334515
Prerecorded Compact Disc (except Software), Tape, and Record Reproducing .............. 334612
Magnetic and Optical Recording Media Manufacturing ..........ccocoiiiiiiiiiiii e 334613
Motor and Generator ManUFACTUIMNG .......ooiuiiiiiiiieee ettt sttt b e st e be e sateebeesabeesaeeeareennns 335312
Motor Vehicle Transmission and Power Train Parts Manufacturing .. 336350
Aircraft Manufacturing ........c.ccoeeiiiiiiii e 336411
Guided Missile and Space Vehicle Manufacturing ... 336414
Sporting and Athletic Goods Manufacturing ......... 339920
Solid Waste Combustors and Incinerators ..... 562213
N T Lo Eo IS 1T o U 1 YA PSSR 928110
Potash, Soda, and Borate MIneral MINING ...........ooiiiiiiiiiee ettt te et e et e e sse e abeesaeeenseesseeanbeesneeenneas 212391
Malt Manufacturing ........ccccoceviriennneenen, 311213
Cigarette Manufacturing ............. 312221
Canvas and Related Product Mills .... 314912
Reconstituted Wood Product Manufacturing ..... 321219
Wood Window and Door Manufacturing ........... 321911
PUID IS .ttt bttt e e e bt e st et e h e h e e h e e h e b £ oAbt eh e e s e eb e e et eh e et e nhe et e nhe e e e ane e e neenne e 322110
Nonfolding Sanitary Food Container Manufacturing 322215
Synthetic Organic Dye and Pigment Manufacturing 325132
Synthetic Rubber Manufacturing .........ccccocoeviieniennene 325212
Noncellulosic Organic Fiber ManufaCturing ..........cccooiiiiiiiiiii e e e s 325222
In-Vitro Diagnostic Substance ManUFACIUNING ........c.coiiiiiiiiii ettt sttt e e e saeeenneas 325413
Adhesive Manufacturing ...........ccocceeciiiiiniiniices 325520
Polish and Other Sanitation Good Manufacturing 325612
Surface Active Agent Manufacturing ... 325613
Printing Ink Manufacturing ...........cccoceiviiiiininiiceen, 325910
Rubber Product Manufacturing for Mechanical Use ... 326291
All Other Rubber Product ManUFACIUIING ......cciuiiiiiiiiiiie ittt sttt et et e s bt e e e e e naeesareenaeeens 326299
Plate WOrk ManUFACIUIING ........oiiiiiieeii ettt b e et e e s ae e et e e s aa e e s b e e s e e e b e e sab e e beesaneas 332313
Metal Can Manufacturing ...........cccceviiiiiiniinnne 332431
Other Ordnance and Accessories Manufacturing .... 332995
Printing Machinery and Equipment Manufacturing .. 333293
Food Product Machinery Manufacturing .................. 333294
Optical Instrument and Lens Manufacturing ..........ccocceeveens 333314
Photographic and Photocopying Equipment Manufacturing 333315
Turbine and Turbine Generator Set Units ManufacCturing ............cociiiiiiiiiiii e | cenreeeene s 333611
Bare Printed Circuit Board Manufacturing 334412
Electronic Capacitor ManUFACUNNG .......cccoiiiiiriiiieieeiee et 334414
Automatic Environmental Control Manufacturing for Residential, Commercial, and Appliance USe ........ccccoovvoviiicns | eevvevniieeiienns 334512
Instruments and Related Products Manufacturing for Measuring, Displaying, and Controlling Industrial Process Vari-

BDIES .ot h e ettt b b et e et e bt bt e b e e e bt e nae e e bt e ea e e e b e e e hne e nhe e nneenare e 334513
Other Communication and Energy Wire Manufacturing ... 335929
Current-Carrying Wiring Device Manufacturing ................. 335931
Automobile Manufacturing ...........cccccooeiiiiininnn. 336111
Truck Trailer Manufacturing ..........ccooeeveerienneenneens 336212
Gasoline Engine and Engine Parts ManuUfaCtUNNg ........ccoceeoeiieiieiieieseeesee e 336312
Motor Vehicle Air Conditioning ManufaCturing ..........ccccoiiiiiiiii e | e 336391
Dental Equipment and Supplies Manufacturing ... 339114
Musical Instrument Manufacturing ...........ccccceviiiinnnenne 339992
Other Nonhazardous Waste Treatment and DiSPOSAI .........ccciiiiiiiiiiiiiiiiece ettt enne | eeereesreeseeeeees 562219
INAUSEIIAI LAUNAEIEIS ... .ooiiiiiiii e e s e s s b e s s b e s e e e a e sab e e sne e 812332
Regulation and Administration of Transportation Programs . 926120
Space Research and TECHNOIOGY ........ooiiiiiiiiiiiie ettt ae e st e e s b e bt e et e e sbe e sreenane e 927110
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Entities potentially affected by this
final action also include state, local, and
Tribal governments that have been
authorized to implement these
regulations.

Outline. The information presented in
this preamble is organized as

follows.
I. General Information

A. Does this action apply to me?
II. Overview

A. What is the history of this action?

B. How have stakeholders been involved?

C. What incentives for members are
envisioned?

D. What is EPA’s rationale for this rule?
1. What environmental benefits will the
Performance Track Program bring to

society?

2. How will these incentives maximize the
benefits of the Performance Track
Program?

3. Will these incentives undercut existing
environmental protections?

4. How does the Performance Track
Program design limit membership to a
uniquely appropriate set of facilities?

III. Final Rulemaking Changes

A. Maximum Achievable Control
Technology (MACT)

1. Definition of Pollution Prevention
. Reduced frequency of required MACT

reporting for all eligible Performance
Track facilities

3. Reporting reductions for Performance
Track facilities that achieve MACT or
better emission levels through pollution
prevention methods such as process
changes

B. 180-Day accumulation time for
Performance Track hazardous waste
generators

1. Background

2. What are the current requirements for
large quantity generator accumulation?

3. What is in today’s final rule?

4. How will today’s final rule affect
applicability of RCRA rules in
authorized States?

IV. Summary of Environmental, Energy and
Economic Impacts

A. What are the cost and economic
impacts?

B. What are the health, environmental, and
energy impacts?

V. Effective Date for Today’s Requirements
VI. Administrative Requirements

A. Executive Order 12866, Regulatory
Planning and Review

B. Paperwork Reduction Act

C. Regulatory Flexibility Act

D. Unfunded Mandates Reform Act

E. Executive Order 13132: Federalism

F. Executive Order 13175: Consultation
and Coordination with Indian Tribal
Governments

G. Executive Order 13045: Protection of
Children from Environmental Health &
Safety Risks

H. Executive Order 13211: Actions that
Significantly Affect Energy Supply,
Distribution, or Use

I. National Technology Transfer
Advancement Act

J. Congressional Review Act

[}

VIL Statutory Authority
VIIL Judicial Review

II. Overview
A. What Is the History of This Action?

EPA announced the National
Environmental Performance Track
Program on June 26, 2000. The Program
is designed to recognize and encourage
top environmental performers—those
who go beyond compliance with
regulatory requirements to attain levels
of environmental performance and
management that provide greater benefit
to people, communities, and the
environment. The Program is based
upon the experiences of EPA, states,
businesses, and community and
environmental groups with new
approaches that achieve high levels of
environmental protection with greater
efficiency. This experience includes:
EPA’s Common Sense Initiative,
designed to improve environmental
results by tailoring strategies for six
industry sectors; the national
Environmental Leadership Program and
EPA Region I's Star Track Program,
designed as new ways to encourage
businesses to do better than required;
and many performance track-type
programs in states such as Texas,
Oregon, Wisconsin, New Jersey, and
Virginia.

EPA currently is implementing the
Performance Track Program, formerly
known as the Achievement Track
Program. The Program is designed to
recognize facilities that consistently
meet their legal requirements, that have
implemented management systems to
monitor and improve performance, that
have voluntarily achieved
environmental improvements beyond
compliance, and that publicly commit
to specific environmental improvements
and to report on their progress in doing
so. A complete description of the
Performance Track Program, its
requirements, and other program
materials are available on EPA’s Web
site (www.epa.gov/performancetrack) or
by calling the Performance Track
Information Center toll free at 1-888—
339-PTRK (7875).

Performance Track is a voluntary
program. Decisions to accept and
remove facilities are wholly
discretionary to EPA, and applicants or
potential applicants have no legal right
to challenge EPA’s decision. EPA has
held seven Performance Track
application periods—between August
2000 and October 2000; between
February 2001 and April 2001; between
August 2001 and October 2001; between
February 2002 and April 2002; between
August 2002 and October 2002; between

February 2003 and April 2003; and
between August 2003 and October 2003.
In the future, EPA plans to continue
holding two application periods each
year. There have been 508 facility
applicants to Performance Track since
its inception. A total of 409 facilities
have been accepted into the Program as
members. There are currently 344
members in the Program. Generally,
facilities that are no longer members
(65) have either closed, experienced a
change in ownership, or have been
dropped from membership in
Performance Track for failing to
continue to meet program standards.

Today’s final rule establishes several
regulatory incentives that are
enforceable legal requirements for
facilities that are members of the
Performance Track Program and have
taken all other steps required for the
applicability or implementation of the
individual regulatory incentives. Full
eligibility and other Program
requirements can be found at the
Performance Track Web site
(www.epa.gov/performancetrack). The
Agency believes that, because of the
stringency of the Program criteria,
facilities in Performance Track should
receive the non-regulatory and
regulatory benefits outlined in the
Program Description (and summarized
below). Specifically, for acceptance in
Performance Track, facilities must:

e Have adopted and implemented an
environmental management system
(EMS) that includes specific elements;

¢ Be able to demonstrate
environmental achievements and
commit to continued improvement in
particular environmental categories;

e Engage the public and report on
their environmental performance; and

e Have a record of sustained
compliance with environmental
requirements.

In addition, Performance Track is
designed so that EPA and other
stakeholders can monitor and track the
implementation of the benefits currently
being offered to Program members, as
well as those being considered. Member
facilities commit to providing annual
reports on the status of their efforts to
achieve their commitments to
improvements in specific environmental
categories.

This reporting commitment and other
activities to engage the public result in
a high level of scrutiny that will aid in
monitoring the activities of the
Performance Track Program. EPA
analyzes these data and publishes a
program report annually. This report
can be found at www.epa.gov/
performancetrack. Last, facilities are
accepted into Performance Track for a
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period of three years. To continue
receiving the benefits associated with
the Program, facilities must renew their
membership, which requires developing
additional, continuing commitments to
environmental performance
improvements.

In its efforts to promote improved
environmental performance through the
National Environmental Performance
Track, EPA is evaluating additional
regulatory incentives that could be
applied to qualifying facilities. Today’s
rule is one step among several in
developing incentives that will promote
participation in the Program and the
associated environmental benefits.
These incentives will include both those
that will be implemented through
rulemaking (such as the regulatory
changes issued today) and those that
may be accomplished through policy,
guidance, or administrative action by
EPA or the states.

EPA proposed today’s rule on August
13, 2002 (67 FR 52674), and the public
comment period remained open until
November 12, 2002. EPA received
comments from 26 different groups.
These included 10 Government entities
and States; one public sector
association; three nongovernmental
organizations; seven industry trade
associations; and five industry
representatives. The majority of
comments were supportive and made
positive suggestions to improve the
Program. Responses to comments are
included throughout this preamble
where EPA describes the content of the
rule (see Section I1I. A. and B.).

B. How Have Stakeholders Been
Involved?

During the development of the
Performance Track Program and
subsequent to its announcement in June
2000, EPA held many meetings with a
wide array of stakeholders. Stakeholders
included companies, non-governmental
organizations, states, associations, and
others. Over the course of these
meetings, EPA has discussed a broad
range of issues, including any incentives
that would reward Performance Track
members, as well as incentives that
would motivate non-Performance Track
facilities to implement environmental
improvements that would qualify them
for membership in the Program.

This rule grew out of the stakeholders’
collective interest in promoting
incentives for participating facilities.
Since the inception of the Program, EPA
has held four meetings with state
regulators: May 2000 in Denver,
February 2001 in Chicago, November
2001 in Charleston, and January 2003 in
Denver. At each of these meetings,

break-out sessions were held to solicit
feedback from state personnel on
potential incentives to be offered to
Performance Track members.

On December 12, 2000, EPA held a
“Charter Event” for the first round of
Performance Track members. At this
meeting EPA held a series of breakout
discussions. During these sessions,
ideas about incentives that could
become part of the regulatory framework
were discussed.

Similarly, on October 30, 2001 EPA
met with a variety of stakeholders
including associations, non-
governmental organizations, and states
to discuss EPA’s “Innovations Strategy.”
During this meeting EPA held a specific
breakout session on incentives that
could be made available for
Performance Track members.

In addition, EPA has had discussions
regularly with individual Performance
Track participants and the Performance
Track Participants Association (PTPA),
which comprises 165 members. The
PTPA is a nonprofit organization that
provides a forum for corporations, trade
associations, and public entities
dedicated to improving their
environmental performance through the
vehicle of the Performance Track
Program. The PTPA meets regularly for
member events, and convenes a member
conference annually. The PTPA also has
an Incentives Workgroup that focuses
on identifying and advocating
incentives for Performance Track
members.

EPA is also working with 23 trade
organizations through the Performance
Track network to further enhance
participation in the Program.
Performance Track Network Partners
join in a partnership to educate top
environmental performers about the
value of participating in Performance
Track. This partnership increases
information available to top
environmental performers and provides
greater opportunities to them. Network
Partners include the following
organizations: Academy of Certified
Hazardous Waste Managers, American
Chemistry Council, American Furniture
Manufacturers Association, American
Textile Manufactures Institute,
Associated General Contractors (AGC) of
America, the Auditing Roundtable,
Cement Kiln Recycling Coalition, Global
Environment & Technology Foundation
Public Entity EMS Resource (PEER)
Center, Greening of Industry Network
(GIN), International Carwash
Association, National Association of
Chemical Distributors, National Paint
and Coatings Association, National
Defense Industrial Association, National
Pollution Prevention Roundtable,

National Ready Mixed Concrete
Association, National Stone, Sand and
Gravel Association, NORA (an
Association of Responsible Recyclers),
North American Die Casting
Association, Screenprinting and
Graphic Imaging Association
International, Steel Manufacturers
Association (SMA), Synthetic Organic
Chemical Manufacturers Association
(SOCMA), Voluntary Protection
Programs Participants’ Association, and
Wildlife Habitat Council.

C. What Incentives for Members Are
Envisioned?

The Performance Track Program
Description at http://www.epa.gov/
performancetrack/, (publication number
EPA-240-F-01-002) provides a list of
incentives the Agency originally
intended to make available to member
facilities. EPA currently offers several
incentives that are available to members
when they enter the Program (e.g.,
recognition, networking opportunities,
low priority for routine inspection). EPA
is also in the process of developing
other incentives in areas of the Resource
Conservation and Recovery Act (RCRA),
the Clean Water Act (CWA), and the
Clean Air Act (CAA). These incentives
include policy, guidance, and regulatory
approaches. In some cases, other actions
also must be completed before a facility
may take advantage of an incentive. For
example, states are responsible for
implementing parts of many federal
environmental programs. In such cases,
states may need to revise regulations,
seek EPA approval of a revised program,
re-issue permits, or take other actions.
EPA has made funds available to
approximately 20 states to identify
where existing state laws may need to
be revised to support the National
Environmental Performance Track. EPA
maintains ongoing contact with State
regulators to keep them apprised of new
developments, and learn about their
approaches. Further information is
available at epa.gov/performancetrack/
benefits/index.htm.

In the Program Description, EPA also
committed to propose specific
regulatory changes as incentives for
membership in the Performance Track.
The changes in today’s final rule fulfill
one aspect of EPA’s follow up on this
commitment.

EPA is issuing today’s regulatory
changes to encourage membership in
the Program and to acknowledge and
further promote realization of the
environmental and other benefits
resulting from the actions of member
facilities. EPA excluded incentives that
would involve a relaxation of
substantive standards of performance or
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that would require statutory change.
EPA identified incentives that would
apply broadly to different types of
facilities, that reduce the reporting and
other operating costs of the current
system, and that can be implemented
nationally.

EPA believes it is important to offer
the kinds of incentives described here
for several reasons. First, the
achievements of these facilities deserve
public recognition. Second, some of the
reporting and other administrative
requirements that apply to the broader
regulated community may not be
needed for Performance Track facility
members because they have
implemented appropriate
environmental management systems,
have consistently met their regulatory
commitments, and have agreed to make
information regarding their performance
publicly available. Third, these
incentives may offer the opportunity for
member facilities to apply their
resources to achieving even better
environmental performance. And
finally, the availability of these
incentives should encourage other
facilities to make environmental
improvements that will enable them to
qualify for membership.

In this final rule, EPA is changing
certain regulatory provisions of the CAA
and RCRA. These incentives provisions
are applicable exclusively to members
of Performance Track. They include:

¢ Reducing the frequency of reports
required under the CAA, and in some
circumstances submitting an annual
certification in lieu of an annual report.
In this incentive, first EPA reduces the
frequency of required MACT reporting
for all eligible Performance Track
facilities to an interval that is twice the
length of the regular reporting period.
This incentive does not apply to major
air sources, but it does apply to area air
sources if they are not required to hold
CAA Title V permits. The second part
of this air incentive provides
Performance Track facilities with three
options to submit an annual
certification that all required monitoring
and recordkeeping requirements have
been met in lieu of the periodic report.
For major air sources and area sources
required to hold CAA Title V permits
however, reports must still be submitted
at least semi-annually in order to meet
CAA Title V statutory requirements.

e Allowing large quantity hazardous
waste generators who are members of
the Performance Track up to 180 days
(and 270 days if the waste must be
transported 200 miles or more) to
accumulate hazardous waste without a
RCRA permit or interim status, provided
that these generators meet certain

conditions. This incentive will result in
fewer loads of hazardous waste being
transported.

EPA also proposed changes to certain
Clean Water Act regulations (CWA) in
August 2002. The incentives proposed
streamlined reporting requirements for
Publicly Owned Treatment Works
(POTWs). EPA has decided not to adopt
the changes proposed in this
rulemaking. This decision is based
primarily on public comments that such
changes should be offered to all POTWs,
not only Performance Track members.
The agency will continue to consider
this matter.

EPA acknowledges comments
received on another potential regulatory
incentive—the opportunity for
Performance Track Facilities to
consolidate reporting under various
environmental statutes into a single
report. Comments included
recommendations for a pilot program
with a cross-section of facilities, facility
sizes, and states and the need to ensure
compliance and include performance
metrics in exchange for any
consolidated reporting incentive. EPA
will continue to explore the potential
for this incentive with EPA’s Office of
Environmental Information.

The incentives in today’s final rule
are part of a broad series of incentives
that EPA is currently developing and
intends to provide for Performance
Track members in the future. That is,
EPA continues to seek, analyze,
develop, and implement new incentives
that apply only to its Performance Track
members. As an example, on May 15,
2003, EPA proposed a MACT rule (68
FR 26249) that would further promote
improved environmental performance
through incentives that are only
available to facilities participating in the
Performance Track program. Also, on
October 29 2003, EPA published a
Notice of Data Availability (NODA) in
RCRA (69 FR 61662) as part of EPA’s
burden reduction initiative. The NODA
supplemented EPA’s January 17, 2002
proposal entitled “Resource
Conservation and Recovery Act Burden
Reduction Initiative” at 67 FR 2518.
This provision proposes to decrease the
frequency of facility self-inspections for
certain types of storage units for
Performance Track member facilities.

D. What Is EPA’s Rationale for This
Rule?

EPA believes that facilities who
demonstrate top environmental
performance through membership in the
Performance Track Program should be
provided with incentives, recognition
and rewards for such behavior. By
providing regulatory incentives only

available to members of Performance
Track, EPA believes membership in the
Program will increase over time. As
membership increases, so will the
number of environmental commitments
members make, and therefore the
quantity of improvements to the
environment. Each facility member of
Performance Track commits to
quantified, measurable environmental
goals that are identified as significant in
their environmental management
system. Members also commit to report
to EPA on an annual basis with the
quantified results of progress towards
their commitments. As these goals are
achieved, and in some cases exceeded,
impacts to the environment are reduced,
notably in some cases in areas that are
not regulated by EPA or States. These
quantified, incremental environmental
improvements and required reporting
are the core of EPA’s Performance Track
Program.

It is critically important to EPA that
members of Performance Track are truly
top environmental performers.
Regulatory incentives of the nature
envisioned by EPA for Performance
Track members should be available only
to top environmental performers. To
ensure that members of Performance
Track fit this general criterion, EPA
developed specific criteria for
applicants to meet in order to be
accepted. These are described in
moderate detail below.

Facilities must satisfy the four entry
criteria to be accepted into the
Performance Track:

(1) Facilities must be in compliance
with applicable Federal, State, Local,
and Tribal environmental regulations.

(2) Facilities must operate a well-
designed environmental management
system (EMS) as part of their overall
management system.

(3) Facilities must demonstrate a
record of environmental improvements
for the previous two years beyond the
minimums required of them. Facilities
also must take additional future actions
and commit to further improvements in
the succeeding three years.

(4) Facilities must engage the public,
and each year must report publicly on
their progress toward meeting the goals
that they have chosen, as well as
summarize their compliance and the
performance of their EMS. EPA makes
the applications and annual
performance reports of each facility
member available to the public.

These criteria are the key to
generating environmental
improvements; they were designed to
work as an integrated approach. No
single criterion, standing alone, would
provide EPA with the necessary
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assurance that the changes finalized
here will lead to increased compliance
or performance. However, the Agency
believes that these criteria in
combination ensure that facilities
eligible for regulatory incentives are
both capable of and committed to
maintaining beyond-compliance
environmental performance and that
any lapses will be rare and quickly
corrected by facility management.
Further, the Agency and the public will
continue to receive information on
facility compliance and performance.
Nothing in this final rule will
compromise the ability of the Agency to
investigate and take action on suspected
environmental violations.

History of Sustained Compliance With
Environmental Regulations: EPA
believes that a strong compliance
history is a critical factor in defining
performance in the Performance Track.
EPA, in cooperation with State, local,
and Tribal authorities to the extent
possible, reviews the compliance
history of all applicants. Performance
Track members must have a record of
compliance with environmental laws
and be in compliance with all
applicable environmental requirements.
They also commit to maintaining the
level of compliance needed to qualify
for the Program.

EPA screens all applications
consistent with EPA’s Compliance
Screening for EPA Partnership
Programs: Policy Overview (located at
http://www.epa.gov/performancetrack/
program/guidance.pdf). In evaluating
an applicant’s compliance record, EPA,
along with its state partners, consults
available databases and enforcement
information sources. EPA encourages
applicants to assess their own
compliance record as they make
decisions regarding participation in this
program. Applicants can check their
compliance record with EPA’s
Enforcement and Compliance History
Online (ECHO) database located at
(http://www.epa.gov/echo).

Participation in the Performance
Track is denied if the compliance screen
identifies any of the following criminal
or civil activity issues under Federal or
State law:

Criminal Activity

e Corporate criminal conviction or
plea for environmentally-related
violations of criminal laws involving the
corporation or a corporate officer within
the past 5 years.

e Criminal conviction or plea of
employee at the same facility for
environmentally-related violations of
criminal laws within the past 5 years.

¢ Ongoing criminal investigation/
prosecution of corporation, corporate
officer, or employee at the same facility
for violations of environmental law.
Civil Activity

e Three or more significant violations
at the facility in the past 3 years.

e Unresolved, unaddressed
Significant Non-Compliance (SNC) or
Significant Violations (SV) at the
facility.

e Planned but not yet filed judicial or
administrative action at the facility.

¢ Ongoing EPA- or state-initiated
litigation at the facility.

e Situation where a facility is not in
compliance with the schedule and terms
of an order or decree.

Environmental Management Systems:
To satisfy the second program criterion,
a Performance Track member facility
must have a mature environmental
management system. These systems
integrate environmental considerations
into routine decision-making at
facilities, establish work practices that
consistently reduce environmental risks
and releases, evaluate environmental
performance, and set management
priorities based on the environmental
impacts of individual facilities. Because
they organize and consolidate
information on a facility’s
environmental obligations and potential
weaknesses for management, an EMS
often improves the facility’s compliance
record and reduces accidents. However,
many EMS frameworks address
unregulated environmental impacts as
well as regulated impacts. Thus, an EMS
provides a facility with the ability to
assess and mitigate impacts that are
most significant for the facility or that
pose the most risk to the ecosystem and
community surrounding the facility. An
EMS allows a facility to take additional
environmental mitigation actions that
are highly effective and appropriate,
providing better environmental results
as well as more flexibility than the
existing regulatory structure alone.

The EMS provisions in Performance
Track are designed to ensure that
member facilities will continue not only
to meet their regulatory obligations, but
also to perform better than required by
regulation. The Performance Track
criterion specifies that a qualifying
facility must have an EMS that includes
detailed elements in the following
categories: Environmental policy
(including compliance with both legal
requirements and voluntary
commitments), planning,
implementation and operation, checking
and corrective action, and management
review. Additionally, qualifying EMSs
must have been in full operation for at

least one review cycle (generally one
year) and must have been audited. The
EMS requirements are described in
more detail in EPA’s National
Environmental Performance Track
Program description at www.epa.gov/
PerformanceTrack.

Past and future environmental
improvements: Facilities must
demonstrate their commitment to
continuous environmental
improvement. To do this, facilities must
identify accomplishments in specific
categories. The categories are: energy
use, water use, materials use, air
emissions (including greenhouse gases),
waste, discharges to water, accidental
releases, habitat preservation/
restoration, and product performance.
Past improvements must have been
beyond regulatory requirements. In
addition, Performance Track facilities
must make use of their EMSs to set and
commit to achieving environmental
performance goals that go beyond
regulatory requirements and that
mitigate some facility-selected
significant environmental impacts.
These performance goals must be
chosen among the specific categories
identified above, including both
regulated and unregulated
environmental impacts.

Because these performance goals and
accomplishments go beyond regulatory
requirements and, in some cases, well
beyond areas covered by existing
environmental regulations, EPA believes
that facilities that qualify for
Performance Track have demonstrated a
serious commitment to real
environmental improvement. By virtue
of their willingness to undertake greater
environmental responsibilities, these
facilities have earned the confidence
that they will maintain compliance with
regulatory requirements under the
streamlined procedures outlined in this
final rule.

Public commitments: To satisfy the
fourth Program criterion, Performance
Track facilities publicly disclose
progress toward their commitments and
other performance information each
year in an annual progress report,
including summary information
regarding their EMS and compliance
with legal requirements. Because these
commitments and the performance
reporting go beyond those required by
current regulation, communities have
access to more information about the
performance of local facilities. This
public scrutiny also provides an
incentive for firms to make meaningful
commitments and achieve them.

EPA believes that facilities that make
the choice to apply and to demonstrate
their commitments to environmental
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improvements in the public spotlight
impose upon themselves a unique and
particularly strong set of pressures to
deliver this heightened level of
performance.

In time, EPA expects the Performance
Track Program to produce additional
environmental gains as a result of the
more efficient use of the resources of
federal, state, and local environmental
authorities. Because EPA expects the
entry criteria to result in member
facilities that are carrying out their
environmental obligations in a manner
beyond what is required of them, EPA
believes that other authorities will be
able to shift enforcement and
compliance resources to other facilities
in the regulated community. EPA
believes this resource reallocation may
bring further environmental
improvements, as limited compliance
resources are applied more effectively.

The regulatory changes EPA is issuing
today will enable eligible Performance
Track members to reduce their reporting
or other compliance costs.

1. What Environmental Benefits Will the
Performance Track Program Bring to
Society?

Over the past three years the
Performance Track program has already
produced substantial environmental
benefits beyond its member facilities’
legal requirements. Some of these
environmental benefits include
reducing: energy use by 1.1 million
mmBtus, water use by 475 million
gallons, hazardous materials use by 908
tons, emissions of volatile organic
compounds by 329 tons, emissions of
air toxics by 57 tons, emissions of
nitrogen oxides by 152 tons, discharges
to water of biochemical oxygen demand,
chemical oxygen demand, and total
suspended solids by 1,327 tons, toxic
discharges to water by 5,543 tons, solid
waste by 150,000 tons, and hazardous
waste by 692 tons. Member facilities in
the Program have also increased their
use of reused and recycled materials by
10,823 tons and have preserved or
restored 2,698 acres of wildlife habitat.
In addition to these benefits, which
should continue to increase, with
additional membership into the
Program, EPA believes that the
refocusing of resources made possible
by the Program may lead to additional
environmental benefits as well as
increased compliance by non-member
facilities. The public recognition and
administrative burden relief offered by
Performance Track, to the extent that
they affect company’s bottom lines, may
also influence company decisions to
undertake additional non-regulatory
projects that go beyond regulatory

requirements. The public will be able to
judge the nature and magnitude of these
environmental benefits by examining
the annual reports that Performance
Track facilities are required to prepare
and make public.

2. How Will These Incentives Maximize
the Benefits of the Performance Track
Program?

Incentives play a crucial role in
maximizing the environmental benefits
of any voluntary program. Facilities
must perceive a benefit to themselves
that is at least equal to their perceived
costs of membership in a voluntary
program. These costs include the
administrative burden of membership,
as well as any costs incurred in meeting
the substantive requirements of the
Program. Facility members of the
Performance Track Program also face
the additional risk of adverse public
reaction if they fail to meet their
environmental goals or if their audits of
compliance or EMS performance reveal
problems. These public risks are unique
to Performance Track facilities.
Facilities participating in other EPA
voluntary programs, as well as facilities
that do not participate in any voluntary
program, may and do keep audit
information confidential. Improved
public information about the
environmental performance of facilities
is an important component and public
benefit of the Performance Track
Program and it significantly raises the
costs perceived by facility managers for
internal oversights or lapses.

As more benefits to facility members
in the Performance Track Program
become available and increase, more
facilities will be encouraged to apply.
Increased program incentives may also
generate environmental benefits from
non-members. If facilities that do not
currently meet the Performance Track
Program criteria believe that
membership would benefit them, they
may work to improve their management
systems and environmental performance
to become eligible.

3. Will These Incentives Undercut
Existing Environmental Protections?

The incentives in today’s rule do not
undercut existing environmental
protections. EPA believes the 180-day
accumulation period for hazardous
waste and the reporting changes for
MACT standards will have no direct
deleterious effects on the environmental
performance of Performance Track
facilities. EPA and other regulatory
bodies will receive compliance
information from Performance Track
facilities less frequently; however, all
recordkeeping requirements remain in

effect. As a safeguard, EPA and the other
governmental authorities retain their
ability to take enforcement actions
against any facility that fails to comply
with permits or other obligations. The
risk of a public removal from this
Program for failure to comply adds an
extra incentive to comply with Program
requirements. EPA believes that this,
and the fact that facilities may be
perceived by the public and by
governmental offices as better
environmental performers than their
competitors, reduces the risk that any
environmental damages will result from
this program or the regulatory changes
EPA is adopting.

4. How Does the Performance Track
Program Design Limit Membership to a
Uniquely Appropriate Set of Facilities?

EPA designed the Performance Track
Program to generate improvements in
environmental performance of facilities.
EPA believes that the entry criteria and
ongoing obligations for continued
membership in Performance Track (as
summarized in the introduction to
section D) will bring about benefits to
the environment such as decreased
releases of pollutants to the air, water,
and land; greater efficiency in energy
and raw material usage; and decreased
risks of accidental releases of hazardous
substances. These incremental
environmental benefits will stem from
the facilities’ activities that are tied to
their membership in Performance Track,
which justifies making available to this
category of facilities the benefits of the
modified requirements issued today.

Further, EPA believes that there are
controls and safeguards built into the
Performance Track Program that reduce
the possibility a facility will receive the
benefits of today’s modified
requirements without the facility
delivering improved environmental
performance.

EPA’s announcement of this Program
(www.epa.gov/PerformanceTrack)
describes how applications are reviewed
and facilities that meet the entry criteria
are selected. It also summarizes other
steps EPA takes in running the Program,
including conducting site visits at up to
20 percent of the member facilities each
year, and the removal of facilities found
not to be meeting the commitments they
have made. EPA believes this approach
is capable of identifying the set of
facilities that belong in the Program and
differentiating them from tens of
thousands of other facilities in the
United States. EPA also believes that the
combination of the administrative
controls of the Performance Track
Program and the public reporting
voluntarily accepted by program
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members will, as a rule, be effective in
limiting membership to only such
facilities that deliver improved
environmental performance.

III. Final Rulemaking Changes

A. Maximum Achievable Control
Technology (MACT)

1. Definition of Pollution Prevention

As part of the MACT provision in
today’s rule, EPA is defining the term
“Pollution Prevention.”” The Pollution
Prevention Act (42 U.S.C. 13102)
defines “source reduction.” EPA equates
Pollution Prevention with source
reduction. In today’s rule, the statutory
definition of source reduction is
adopted as the definition of Pollution
Prevention. Thus, EPA defines Pollution
Prevention to mean source reduction.

In its August 13, 2002 proposal (67 FR
52674), EPA included a definition of
Pollution Prevention (P2). The proposed
regulatory definition was taken from
EPA’s guidance from May 1992, and
later elaborated upon by then
Administrator Carol Browner in “P2
Policy Statement: New Directions for
Environmental Protection” issued on
June 14, 1993 (found at http://
www.epa.gov/p2/p2policy/
definitions.htm). EPA’s Policy
Statement definition of P2 is not
identical to the statutory definition of
P2. The Policy Statement of P2 adds a
few clauses to the statutory definition of
P2, and removes another.

Consistent with EPA’s Policy
Statement definition of P2, the 2002
proposal did not include the following
clause from the statutory definition:
“The term ‘source reduction’ does not
include any practice which alters the
physical, chemical, or biological
characteristics or the volume of a
hazardous substance, pollutant, or
contaminant through a process or
activity which itself is not integral to
and necessary for the production of a
product or the providing of a service.”
Although this clause from the statute
was not included in the 2002 proposal,
it was still applicable since EPA cited
the statute.

In addition, the language in the 2002
proposal included an additional clause
that is not part of the statute, again
taken from EPA’s Policy Statement
definition of P2: “and other practices
that reduce or eliminate the creation of
pollutants through: Increased efficiency
in the use of raw materials, energy,
water, or other resources, or protection
of natural resources by conservation.”

Subsequently, EPA changed its
approach in a proposed rule on May 15,
2003. In that action, EPA proposed the
statutory definition of P2 verbatim (68

FR 26249). This change stemmed from
EPA’s conclusion that the statutory
definition of P2 was more appropriate
for this rule than the Policy Statement
definition.

The May 2003 proposed rule was
intended primarily to provide
alternative compliance options for major
sources who reduce their Hazardous Air
Pollutants. Also in that proposal were
two provisions applicable only to
Performance Track members. Since the
2003 proposal included provisions for
Performance Track members, EPA
provided the public with the
opportunity to comment on the interface
between the 2003 proposed definition of
P2 and Performance Track.

EPA received public comments on the
2002 proposal, but no commenters
suggested changes to the P2 definition
language. Public comments discussed
how the P2 provision was used in this
rule. One commenter suggested that all
regulated entities that achieve MACT or
better through pollution prevention
measures be eligible for reporting
reductions. Another commenter
supported the proposed reporting
reductions based on pollution
prevention activities. One commenter
suggested that EPA reduce or eliminate
MACT if a source exceeded its
performance goal, or if a major source
lowered emissions to below major
thresholds through pollution prevention
or operational changes.

EPA also received comments on the
2003 proposal, and like the 2002
proposal, there were no comments that
directly addressed the definition of P2
as it relates to Performance Track. There
were, however, many comments that
discussed how the definition of P2 is
used in the 2003 proposal. EPA will
address these comments when it takes
final action on that proposed rule in the
future since none of those comments
had any relevance to today’s rule.

Therefore, today EPA is adopting the
definition of P2 that was proposed on
May 15, 2003, without modification
because it is the most appropriate
definition for today’s regulatory action.

2. Reduced Frequency of Required Mact
Reporting for All Eligible Performance
Track Facilities

Facilities covered by the MACT
provisions of the Clean Air Act must
meet a variety of record-keeping,
monitoring, and reporting requirements
as specified in 40 CFR Part 63—National
Emission Standards for Hazardous Air
Pollutants for Source Categories.

For facility members in the
Performance Track, EPA is reducing
reporting frequency while assuring the
continued availability of information

required for assessing compliance with
MACT standards.

Because of the high-level
environmental performance of
Performance Track facilities, EPA
believes it is appropriate to provide
these facilities the opportunity to reduce
their reporting frequency under part 63.
Since the underlying data required from
these facilities will still be gathered, the
Agency can still receive the information
needed to identify any lapses in
compliance.

Current MACT reporting requirements
differentiate between facilities, based on
facility performance, with respect to
reporting frequency. For example,
reporting frequency may be increased
from semi-annually to quarterly for
some reports based on the frequency of
excursions outside of required
performance parameters. The approach
the Agency is adopting today applies a
similar concept by reducing reporting
frequency for top environmental
performers.

Today’s rule reduces the frequency of
certain required periodic MACT reports
for eligible Performance Track facilities.
Periodic reports include a range of
reports that are required to be sent in to
the Permit Authority at intervals that
range from quarterly, or more frequently
if required by special circumstances, to
semi-annually. The reports are different
from records, which must be kept on
site and incorporated into the periodic
reports and other reports. There are
general reporting requirements in 40
CFR part 63, subpart A, and additional
reporting requirements under other
subparts applying to specific categories
of stationary sources that emit (or have
the potential to emit) one or more
hazardous air pollutants. Performance
Track facilities that choose to take
advantage of this incentive should
notify their State Authority that the
facility will submit reports on an
annual, rather than semi-annual, basis.

Today’s rule doubles the reporting
intervals for these reports by amending
40 CFR 63.2 and 63.10, and adding a
new 40 CFR 63.16. For major sources
and area sources required to hold Title
V permits, however, reports must still
be submitted at least semi-annually to
meet Title V permitting requirements
specified in section 504(a) of the Clean
Air Act. Public comments expressed
concern about the applicability of this
incentive, noting specifically that the
six-month statutory reporting frequency
floor for such air sources may limit the
incentive to minor (or synthetic minor)
air sources. EPA acknowledges these
concerns. EPA is issuing this incentive
provision as proposed because of its
potential value to any current and future
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Performance Track facilities that are
regulated as minor sources and not
required to hold Title V permits. This
final rule does not revise other
requirements concerning event
reporting, record keeping, and
monitoring. EPA also recognizes that
because membership in Performance
Track is for three years and Clean Air
Act permits are for five years,
coordination between these event cycles
will be required.

3. Reporting Reductions for Performance
Track Facilities That Achieve Mact or
Better Emission Levels Through
Pollution Prevention Methods Such as
Process Changes

Today’s rule also reduces the level of
detail of the required reporting, under
some circumstances, for those facilities
that reduce emissions below 25 tons per
year of aggregate hazardous air pollutant
(HAP) emissions and 10 tons per year of
any individual HAP, and that have
reduced emissions to a level that is fully
in compliance with the applicable
MACT standard.

For those Performance Track facilities
that are below the thresholds for major
sources of HAPs (25 tons per year
aggregate and 10 tons per year for an
individual HAP), and that have reduced
the levels of all HAP emissions to at
least the level required by full
compliance with the applicable
standard, additional reductions in
reporting requirements are available,
depending on the nature of the
requirement and the means the facility
is using to meet the requirement. As
above, however, for major sources,
reports must still be submitted at least
semi-annually to meet Title V
permitting requirements.

For those facilities using pollution
prevention technologies or techniques
to meet MACT standards, reductions in
reporting burden depend on the
requirements of the part 63 standard, as
well as facility performance.

(1) If the standard calls for control
technology and the facility complies
using control technology:

The facility can substitute a
simplified annual report to meet all
required reporting elements in the
applicable part 63 periodic report,
certifying that they are continuing to use
the control technology to meet the
emission standard, and are running it
properly. The facility must still fulfill
all monitoring and recordkeeping
requirements.

(2) If the emission standard is based
on performance of a particular control
technology and the facility complies
using P2:

The facility can substitute a
simplified annual report to meet all
required reporting elements in the
applicable part 63 periodic report,
certifying that they are continuing to use
P2 to reduce HAP emissions to levels at
or below the MACT standard
requirements. The facility must still
maintain records demonstrating the
veracity of the certification.

(3) If the standard calls for pollution
prevention and the facility complies by
using pollution prevention and the
facility reduces emissions by an
additional 50% or greater than required
by the standard:

The facility can substitute a
simplified annual report, to meet all
required reporting elements in the
applicable Part 63 periodic report,
certifying that they are continuing to use
P2 to reduce HAP emissions to levels
below the MACT standard. The facility
must still maintain records
demonstrating the veracity of the
certification.

Performance Track facilities that
choose to take advantage of this
incentive should notify their State
Authority that the facility will submit a
simplified annual report to meet all
required reporting elements covered by
today’s rule.

For each of the above alternatives, if
the facility no longer meets the criteria
for continued membership in the
Program, the incentive will no longer

apply.
B. 180-Day Accumulation Time for

Performance Track Hazardous Waste
Generators

1. Background

Today EPA is adopting provisions,
with certain modifications in response
to numerous public comments as
discussed below, that allow large
quantity hazardous waste generators
who are members of the Performance
Track Program up to 180 days (or up to
270 days in certain cases) to accumulate
hazardous waste without a RCRA permit
or without having interim status. This
regulatory flexibility is intended to
provide a benefit to current members of
Performance Track, and an incentive for
potential members to join the Program.
EPA believes the regulatory flexibility
provided in this rule will not
compromise protection of human health
and the environment at Performance
Track facilities because of the strict
nature of the requirements to become
and remain a member of Performance
Track. These requirements were
described in Section L. D. of this
document.

The RCRA incentives in today’s rule
are consistent with the general
objectives of Performance Track, as
discussed in Section I of this preamble.
In addition, this aspect of the final rule
may assist EPA in learning more about
how accumulation times for hazardous
waste generators may affect the ultimate
disposition of hazardous wastes (e.g.,
recycling vs. disposal), the economics of
hazardous waste generation and
accumulation, and the overall
environmental performance of
hazardous waste generator facilities.
More specifically, EPA believes that
additional accumulation time will allow
generators to accumulate enough waste
to make transportation to waste
management facilities more cost-
effective and efficient for the generator.
EPA also believes that additional
accumulation time may result in
environmental benefits related to the
reduction in the movement and
handling of hazardous waste on-site, as
well as fewer off-site shipments. This
additional accumulation time for
Performance Track members is
consistent with the rationale used for
the F006 (metal finishing) hazardous
waste rule (65 FR 12377, March 8,
2000).

2. What Are the Current Requirements
for Large Quantity Generator
Accumulation?

The current standards under 40 CFR
part 262 for generators of hazardous
waste who generate greater than 1,000
kilograms of hazardous waste per month
(or one kilogram or more of acute
hazardous waste), known as large
quantity generators (LQGs), limit the
amount of time hazardous waste can be
accumulated at the generator’s facility
without a RCRA permit. Under § 262.34,
LQGs may accumulate hazardous waste
on-site for up to 90 days without having
to obtain a RCRA permit. The generator
must comply with certain unit-specific
standards (e.g., tank, container,
containment building, and drip pad
standards) for accumulation units, and
certain general facility requirements
such as those for marking and labeling
of containers, preparedness and
prevention, and emergency response
procedures. Generators may also
petition the EPA Regional Administrator
to grant an extension of up to 30 days
to the 90-day accumulation time limit
due to unforeseen, temporary, and
uncontrollable circumstances, on a case-
by-case basis (see § 262.34(b)).

Today’s final rule does not make any
changes to the existing regulations that
apply generally to 90-day accumulation
by LQGs; EPA did not solicit comment
in its proposed rule on those provisions
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or any other existing provision of

§ 262.34. This includes the provisions
for extended accumulation times for
F006 wastes, which are specified at

§ 262.34(g). Those provisions, which
apply only to generators who
accumulate F0O06 wastes, allow for
extended accumulation times that are
similar in many respects (including the
time limits) to those in today’s rule for
Performance Track members. It is
therefore possible that when today’s
rule is implemented a generator of FO06
waste who is also a member in
Performance Track could take advantage
of extended accumulation times under
either regulatory provision (i.e., under
§262.34(g), (h) and (i), or under
§262.34(j), (k) and (1)).

3. What Is in Today’s Final Rule?

Today’s final rule allows LQGs of
hazardous waste that are members of the
Performance Track Program to
accumulate hazardous waste at their
facilities for longer than the 90 days
currently specified in § 262.34, subject
to certain limitations and conditions.
The rule does not affect other existing
generator requirements; for example,
Performance Track members are
required to manifest their hazardous
waste shipments (see subpart B of part
262) and to comply with other generator
requirements in part 262 (e.g., packaging
and labeling of waste shipments).

The requirements for Performance
Track facility extended accumulation
times are added as new paragraphs (j),
(k) and (1) to § 262.34. The following is
a discussion of each provision.

Time Limits. Section 262.34(j)(1)
specifies that hazardous waste
generators who are Performance Track
members may accumulate hazardous
wastes for an extended period of time—
up to 180 days, or up to 270 days if the
generator must transport waste, or offer
waste for transportation, over a distance
of 200 miles or more. Such generators
do not need to have RCRA permits or to
have interim status if they stay within
these limits. Note that these extended
accumulation time limits are consistent
with the current limits for generators of
F006 wastes (see § 262.34(g)).

Initial Notice. Under § 262.34(j)(2),
Performance Track generators need to
give prior notice to EPA or the
authorized state agency of their intent to
accumulate hazardous waste in excess
of 90 days in accordance with this rule.
These notices will assist EPA and state
agencies in monitoring implementation
of this incentive. Public comments to
the proposal expressed concern that
such notifications may place additional
burden on facilities with dynamic waste
streams if re-notifications are required

for each new waste stream. EPA
acknowledges this concern, clarifies that
notifications are generally one-time
events, and estimates that this burden
will be of minimal impact to member
facilities.

Notices filed under § 262.34(j)(2) must
identify the generator and facility,
specify when extended accumulation at
the facility will begin, and include a
description of the wastes that will be
accumulated for extended time periods
and the units that will be used for that
purpose.

The initial notice must also include a
statement that the facility has made all
changes to its operations, procedures,
and equipment necessary to
accommodate extended time periods for
accumulating hazardous wastes
(§ 262.34(j)(2)(iii)). This addresses
situations in which longer accumulation
times may involve, for example,
changing the design, location, or
capacity of the unit(s) in which the
wastes are accumulated. Such changes
could affect how the facility addresses
other generator requirements, such as
those for personnel training or
emergency response procedures.
Including this statement in the notice
helps ensure in advance that
Performance Track members are aware
of and have implemented any changes
at the facility that may be needed to
accommodate extended accumulation
times.

For generators who intend to
accumulate hazardous waste for up to
270 days because the waste must be
transported, or offered for transport,
more than 200 miles from the generating
facility, the notice submitted by the
generator must contain a certification
that an off-site permitted or interim
status hazardous waste treatment,
storage, or disposal facility (TSD)
capable of accepting the waste is not
located within 200 miles of the
generator. In response to comments
received on this issue, EPA has clarified
in this final rule the situations under
which Performance Track generators
may accumulate hazardous waste for up
to 270 days without a permit. The
provision for accumulation up to 270
days is intended to address situations
where wastes must be transported for
considerable distances to off-site
facilities because a permitted or interim
status TSD is not located within 200
miles, and where extended
accumulation time may thereby enable
the facility to more efficiently ship
fewer, larger loads of wastes to those
facilities.

Section 3001(d)(6) of RCRA allows
small quantity generators to accumulate
hazardous waste on-site without a

permit or interim status for up to 270
days if the generator must transport the
waste (or offer the waste for transport)
more than 200 miles from the generating
facility. While EPA does not necessarily
consider the 200 mile exception under
RCRA 3001(d)(6) for small quantity
generators as an outer boundary on what
would be permissible under today’s
rule, it does suggest that Congress was
not comfortable with providing more
flexibility for small quantity generators.
Accordingly, EPA believes that the 200
mile exception is a reasonable boundary
to maintain for large and small quantity
generators under the Performance Track
program. At least one commenter has
stated that a 200 mile exception would
encourage generators under the
Performance Track program to utilize
the closest treatment, storage or disposal
facility, rather than the best facility. In
response, EPA would like to note that
any facility receiving hazardous waste
from a generator under the Performance
Track program must be a federally
permitted or interim status facility and
therefore should be able to handle the
waste responsibly.

EPA also received one comment
questioning the necessity of the
certification requirement related to 270
day accumulation. Currently small
quantity generators and generators of
F006 wastes are able to accumulate
wastes for up to 270 days without
certifying to the absence, within 200
miles of the generator, of an off-site
permitted or interim status hazardous
waste treatment, storage, or disposal
facility capable of accepting the waste.
EPA has included the certification
requirement in this incentive because
this rule will allow significantly larger
quantities of all hazardous wastes to be
accumulated for up to 270 days than is
authorized by current rules. The
certification requirement is minimally
burdensome and constitutes a
reasonable trade-off in light of the
breadth of operational flexibility that
this rule affords to Performance Track
members.

Standards for Accumulation Units.
Another condition (§ 262.34(j)(3)) in
today’s rule requires Performance Track
generators to accumulate hazardous
wastes in storage units (such as
containers, tanks, drip pads, and
containment buildings) that meet the
standards for storing hazardous wastes
at RCRA interim status facilities (see
subparts I, J, W, and DD of 40 CFR part
265, respectively). These are standard
requirements for large quantity
generators.

If Performance Track facilities use
containers for extended accumulation of
hazardous wastes, today’s rule
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additionally requires secondary
containment systems for containers to
prevent releases into the environment
that might be caused by handling
accidents, deterioration, or other
circumstances. Secondary containment
is a standard requirement for RCRA-
permitted facilities that use containers
to store hazardous wastes containing
free liquids and certain listed hazardous
wastes (i.e., F020, F021, F023, F026, and
F027). It is not, however, typically
required for hazardous waste generators
or interim status facilities. Public
comments on the secondary
containment requirement included
support for the proposal, concerns about
the costs of secondary containment, and
recommendations for more stringent
requirements. EPA believes that
requiring secondary containment in the
context of this rule is a reasonable,
common-sense precaution to take in
exchange for extending accumulation
time limits and increasing the volume
limit.

Volume Limit. Under § 262.34(j)(4),
Performance Track member generators
are allowed to accumulate no more than
30,000 kilograms of hazardous waste at
the facility at any one time. The Agency
has information that the typical capacity
for a hazardous waste truck transport
vehicle ranges from an average of
approximately 16,400 kg to a maximum
of approximately 27,300 kg.* In
addition, generators shipping hazardous
waste by rail may have capacities of
approximately 50,000 kg.2 While one
public comment asked EPA to consider
a significantly higher waste stream-
specific accumulation limit, comments
on balance did not support
modifications to the proposal. EPA
believes that a 30,000 kg waste
accumulation limit is reasonable and
appropriate in ensuring economical
shipments of wastes in a wide range of
transport vehicle sizes.

Recordkeeping, Labeling, and
Marking. Section 262.34(j)(5) specifies
the types of records that program
members must maintain at their
facilities as a condition for extended
accumulation times. These records are
primarily intended to document that the
accumulation time limits are not
exceeded. Retaining these records is a

1Unit Cost Compendium, prepared by DPRA
Incorporated, for USEPA, Office of Solid Waste,
September 30, 2000 and personal communication
with DPRA.

2Rail car capacities vary depending on whether
the transport unit is a mail box car (from 160 cubic
yards to 370 cubic yards), a rail gondola (from 15
cubic yards to 262 cubic yards), or a rail tanker
(22,000 gallons), R.S. Means, Environmental
Remediation Estimating Methods, 1997. In general,
one cubic yard of solid equals 1.5 tons and one
cubic yard of liquid equals 1 ton.

standard requirement for all LQGs of
hazardous waste.

Similarly, § 262.24(j)(6) requires that
tanks and container units used for
extended accumulation be marked or
labeled with the words “Hazardous
Waste,” and that containers be marked
to indicate when the accumulation
period begins. These are also standard
conditions for hazardous waste
generators, and are specified in this rule
mainly for the sake of clarity.

General Facility Standards. Under
current regulations, all hazardous waste
generators are subject to certain general
facility standards relating to personnel
training, preparedness and prevention,
and contingency plans and emergency
procedures. These general facility
requirements also apply to Performance
Track generators, and have been
included in this rule for the sake of
clarity.

Pollution Prevention. The Agency
sought comment on whether it is
appropriate to require Performance
Track facilities to implement pollution
prevention practices as a condition for
using extended accumulation times in
§262.34(j)(8). A public comment
suggested this provision duplicates
requirements at § 262.41(a)(6—7). EPA
acknowledges the provisions in these
two sections are similar. However, the
existing provision § 262.41(a)(6-7) is
intended for one purpose and today’s
§262.34(j)(7) for another.

Final §262.41(a)(6 and 7) state: “(6) A
description of the efforts undertaken
during the year to reduce the volume
and toxicity of waste generated. (7) A
description of the changes in volume
and toxicity of waste actually achieved
during the year in comparison to
previous years to the extent such
information is available for years prior
to 1984.” This provision is required as
part of the Biennial report that RCRA
generators must submit to the Agency or
State.

Final § 262.34 (8) states: “The
generator has implemented pollution
prevention practices that reduce the
amount of any hazardous substances,
pollutants, or contaminants released to
the environment prior to its recycling,
treatment, or disposal; and” This new
provision is required for RCRA
generators who are members of
Performance Track. The information
must be submitted annually along with
the Performance Track member’s annual
report to the Agency. Requiring this
information as part of the annual report
is consistent with the core provisions of
the Performance Track program.
Further, EPA believes any burden
associated with this requirement is
negligible.

Annual Report. Under final
§ 262.34(j), Performance Track
generators accumulating their hazardous
waste for more than 90 days are
required to provide information
regarding the impact of the additional
accumulation time. This information
will be submitted as part of the Annual
Performance Report, currently required
of all Performance Track members (see
www.epa.gov/PerformanceTrack, or the
document entitled “National
Environmental Performance Track
Program Guide,” EPA 240-F-01-002).
Specifically, the report must include, for
the previous year, information on the
quantity of each hazardous waste that
was accumulated for extended time
periods, the number of off-site waste
shipments, identification of destination
facilities and how the wastes were
managed at those facilities, information
on the impact of extended accumulation
time limits on the facility’s operations
(including any cost savings that may
have occurred), and information on any
on-site or off-site spills or other
environmental problems associated with
handling these wastes. Certain public
comments expressed concern about the
burden imposed by the proposed
additional reporting requirements. EPA
does not believe that the additional
reporting elements constitute an
unreasonable burden upon Performance
Track members. The information
submitted in these reports will assist the
Agency in evaluating the success of this
Performance Track Program incentive,
and may inform future Agency
decisions pertaining to hazardous waste
accumulation. The provisions of this
rule are supplementary to the existing
recordkeeping and reporting
requirements applicable to Generators,
such as those found at 40 CFR part 262,
subpart D.

Accumulation Time Extensions.
Today’s final rule also adds a new
paragraph (k) to § 262.34, to address
extensions of accumulation time limits
in certain situations. This provision is
consistent with the current regulations
that apply generally to LQGs (see
§262.34(b)), and has been included in
today’s rule for the sake of clarity.
Specifically, it allows the overseeing
agency the option of granting a
Performance Track generator an
additional 30 days of accumulation
time, if such extra time is needed due
to unforseen, temporary, and
uncontrollable circumstances. Requests
for such time extensions will be
reviewed and approved (or
disapproved) in the same manner as
they currently are for non-Performance
Track LQGs.
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Withdrawal/Termination From
Program. Final § 262.34(1) addresses
situations in which a Performance Track
facility that has been accumulating
hazardous wastes for extended periods
of time under this rule decides to
withdraw from the Program, or when
EPA has for some reason decided to
terminate the generator’s membership in
the Program. In such cases, the
generator will need to comply with the
previously applicable regulations as
soon as possible (the standard
requirement for less-than-90-day
accumulation by large quantity
generators), but no later than six months
after withdrawal or termination.

4. How Will Today’s Rule Affect
Applicability of RCRA Rules in
Authorized States?

Under section 3006 of RCRA, EPA
may authorize a qualified State to
administer and enforce a hazardous
waste program within the State in lieu
of the federal program, and to issue and
enforce permits in the State. (See 40
CFR part 271 for the standards and
requirements for authorization.)
Following authorization, a State
continues to have enforcement
responsibilities under its law to pursue
violations of its hazardous waste
program. EPA continues to have
independent authority under RCRA
sections 3007, 3008, 3013, and 7003.

After authorization, Federal rules
written under RCRA provisions that
predate the Hazardous and Solid Waste
Amendments of 1984 (HSWA) no longer
apply in the authorized state. New
Federal requirements imposed by those
rules that predate HSWA do not take
effect in an authorized State until the
State adopts the requirements as State
law.

In contrast, under section 3006(g) of
RCRA, new requirements and
prohibitions imposed by HSWA take
effect in authorized States at the same
time they take effect in non-authorized
States. EPA is directed to carry out
HSWA requirements and prohibitions in
authorized States until the State is
granted authorization to do so.

Today’s final rule is not promulgated
under HSWA authorities. Consequently,
it does not amend the authorized
program for states upon promulgation,
as EPA does not implement the rule.
The authorized RCRA program will
change when EPA approves a State’s
application for a revision to its RCRA
program.

For today’s Performance Track rule,
EPA encourages States to expeditiously
adopt Performance Track regulations
and begin program implementation. To
revise the federally-authorized RCRA

program, States need to seek formal
authorization for the Performance Track
rule after program implementation. EPA
encourages States to begin
implementing this incentive as soon as
it is allowable under State law, while
the RCRA authorization process
proceeds.3

IV. Summary of Environmental, Energy,
and Economic Impacts

A. What Are the Cost and Economic
Impacts?

Today’s final action will reduce costs
for the facilities eligible to take
advantage of the rule. Most of these cost
reductions result from reduced
reporting hours burden for facilities, or
reduced waste management costs.

EPA has completed seven enrollment
periods for the Performance Track
Program. There are currently a total of
3444 facilities in the Program (mostly
industrial facilities, but also a number of
facilities in the service sector, several
federal facilities and a POTW). The
economic estimates for today’s rule are
based on the most recent data that EPA
has obtained, and reflects Program
membership through round six. EPA
intends to solicit and to accept
additional facilities into the Program
generally, so therefore it is not possible
to project cost and burden hour
reductions with complete accuracy.
Another factor that hinders such
projections is that, just as membership
in Performance Track is voluntary, it is
up to the facilities themselves to decide
which incentives apply to them and of
which to avail themselves.

Maximum Achievable Control
Technology: A total of 3095 facilities
have been accepted into the
Performance Track program during the
first six open enrollment periods. Of
those facilities, EPA estimates that 93
facilities are likely to be eligible for the
MACT incentive in today’s rule.
Performance Track facilities likely to be
eligible for the MACT incentive include
those members permitted as minor or
synthetic minor air sources and in a
NAICS sector likely to be to be subject
to a MACT requirement. An analysis of

3EPA encourages States to take this approach for
less stringent federal requirements where rapid
implementation is important. For example, EPA
encouraged States to implement State Corrective
Action Management Unit Regulations, once adopted
as a matter of State law, prior to authorization (see
58 FR 8677, February 16, 1993).

4The economic estimates for today’s rule are
based on the most recent data that EPA has
obtained, and reflects Program membership through
round six.

55 The economic estimates for today’s rule are
based on the most recent data that EPA has
obtained, and reflects Program membership through
round six.

EPA’s IDEA database yielded 106
potential minor or synthetic minor air
sources (See http://www.epa.gov/
compliance/planning/data/multimedia/
idea/index.html). EPA then screened
out 13 Performance Track members in
sectors unlikely to be subject to MACT
requirements (i.e., nine members in the
Public Facilities and Institutions sector;
two members in the Mining and
Construction sector; and two members
in the Wholesale Retail and Shipping
sector). This analysis resulted in 93
eligible facilities in the current
membership. EPA estimates the annual
increase in Performance Track members
likely to be eligible for the MACT
incentive by applying the percentage
eligible among the current membership
(i.e., 30 percent) to subsequent years.

Extended Accumulation Time for
Hazardous Waste Generators: EPA
estimates that 125 facilities are likely to
be eligible for the RCRA incentives in
today’s rule.® The number of
Performance Track facilities that could
potentially be affected by the RCRA
portion of the rule was assembled from
the list of all Performance Track
facilities that identified themselves as
hazardous waste generators. EPA then
relied on the RCRA 2001 Hazardous
Waste Data (i.e., Biennial Reporting
System) to determine the quantity of
waste generated by each facility per year
(See http://www.epa.gov/epaoswer/
hazwaste/data/index.htm). The next
step involved excluding Performance
Track facilities that are small quantity
generators (SQGs), since SQGs may
already accumulate hazardous waste for
up to 180 days, and thus would not
benefit from today’s final rule. Again,
EPA estimates the annual increase in
Performance Track members likely to be
eligible for the RCRA incentive by
applying the percentage of the current
membership to subsequent years.

Total Estimated Impact of Final Rule on
Costs and Labor Hours

The estimated cost and hour burden
for respondents for today’s rule in total
is negative 7,954 hours over the three
years of the Information Collection
Request, equating to a cost savings of
$706,846. The estimated cost and hour
burden for respondents for today’s rule,
disaggregated, is negative 16.6 hours per
facility per year, that is, a reduction of
16.6 hours from current requirements.
The costs are negative $1,350.80 per
facility per year, that is, cost reductions/
savings of $1350.80.

6 Memorandum dated December 5, 2003, from
Industrial Economics, Incorporated (IEc) to EPA’s
Office of Policy, Economics, and Innovation.
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B. What Are the Health, Environmental,
and Energy Impacts?

EPA expects there to be no adverse
effects on the environment from the
direct impacts of today’s rule changes.
As discussed above, most of the changes
relate to reporting or waste
management, and do not in any way
loosen the underlying environmental
obligations of the Performance Track
facilities. EPA expects that the reporting
changes will not result in any of these
facilities becoming more lax in their
diligence.

EPA believes that its refocus of
resources may lead to additional
environmental compliance. Public
recognition and relief from regulatory
requirements, to the extent that they
affect each company’s bottom line, may
influence company decisions to
undertake regulatory projects that go
beyond regulatory requirements. The
public will be able to judge the nature
and magnitude of these environmental
benefits by examining the annual
reports that Performance Track facilities
are required to prepare and make
public.

V. Effective Date for Today’s
Requirements

The changes contained in this final
rule will take effect in the Federal
MACT and RCRA programs on April 22,
2004. This rule cannot apply to sources
complying with alternative
requirements approved through the
approval options in subpart E of the
section, unless the source reapplies for
and demonstrates that the equivalency
demonstration for that source shows
that this source would be eligible for
this program (see 64 CFR 55810-55846,
September 14, 2000).

This also means that these RCRA
rules will apply on April 22, 2004, in
any State without an authorized RCRA
program, but will not apply in any State
with an authorized RCRA program until
EPA approves a State’s application for a
revision to its RCRA program. These
rule changes apply only to members of
the Performance Track, which is a
voluntary program. The changes are
intended to provide regulatory relief
and do not impose new requirements.
Because regulated entities will not need
time to come into compliance, the rule
changes made today will be effective
upon publication.

VI. Administrative Requirements

A. Executive Order 12866, Regulatory
Planning and Review

The estimated cost and hour burden
for respondents for today’s rule in total
is negative 7,954 hours over the three

years of the Information Collection
Request, equating to a cost savings of
$706,846. The estimated cost and hour
burden for respondents for today’s rule,
disaggregated, is negative 16.6 hours per
facility per year, that is, a reduction of
16.6 hours from current requirements.
The costs are negative $1,350.80 per
facility per year, that is, cost reductions/
savings of $1350.80.

It has been determined that this rule
is not a “significant regulatory action”
under the terms of Executive Order
12866 and is therefore not subject to
OMB review.

B. Paperwork Reduction Act

The information collection
requirements in this rule have been
submitted for approval to the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act, 44 U.S.C.
3501 et seq. The information collection
requirements are not enforceable until
OMB approves them.

The information collected pursuant to
today’s rule is a combination of new
information, and a reduction of other
information the Agency currently
collects. This information will be used
so that the Agency will know that
facilities eligible for today’s provisions
are properly implementing them, and
also that States have implemented them,
if they so choose. This information will
enable the Agency to assess compliance
with today’s final provisions. Responses
to the information request are required
by respondents to retain provided in
today’s rule under the Authority: 42
U.S.C. 7401, et seq., and Authority: 42
U.S.C. 6906, 6912, 6922—6925, 6937,
and 6938. Responses by States for
today’s provisions are voluntary.

The estimated cost and hour burden
for respondents for today’s rule in total
is negative 7,954 hours over the three
years of the Information Collection
Request equating to a cost savings of
$706,846. The estimated cost and hour
burden for respondents for today’s rule,
disaggregated, is negative 16.6 hours per
facility per year, that is, a reduction of
16.6 hours from current requirements.
The costs are negative $1,350.80 per
facility per year, that is, cost reductions/
savings of $1350.80. The frequency of
the responses are a combination of one-
time and annual, that is, there are
different types of responses required.
For instance, if a Performance Track
facility seeks to extend its storage time
under today’s provisions, a one time
notification is required. In addition, the
facility must provide certain
information on an annual basis to the
authorized State. The estimated mean
number of annual respondents between
2004 and 2006 is 277. The Paperwork

Reduction Act requires that the Agency
report to the Office of Management and
Budget only positive burden hours for
Industry and States via its “83-1"
reporting form. Therefore, the total
burden hours reported to OMB is 8950.
Burden means the total time, effort, or
financial resources expended by persons
to generate, maintain, retain, or disclose
or provide information to or for a
Federal agency. This includes the time
needed to review instructions; develop,
acquire, install, and utilize technology
and systems for the purposes of
collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements; train personnel to be able
to respond to a collection of
information; search data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for EPA’s regulations in 40
CFR are listed in 40 CFR part 9. When
this ICR is approved by OMB, the
Agency will publish a technical
amendment to 40 CFR part 9 in the
Federal Register to display the OMB
control number for the approved
information collection requirements
contained in this final rule.

C. Regulatory Flexibility Act

The Regulatory Flexibility Act
generally requires an agency to prepare
a regulatory flexibility analysis of any
rule subject to notice and comment rule
requirements under the Administrative
Procedure Act or any other statute
unless the agency certifies that the rule
will not have a significant economic
impact on a substantial number of small
entities. Small entities include small
businesses, small organizations, and
small governmental jurisdictions.

For purposes of assessing the impacts
of today’s final rule on small entities,
small entity is defined as: (1) A small
business according to the Small
Business Administration definition for
the business’s NAICS code; (2) a small
governmental jurisdiction that is a
government ofa city, county, town,
school district or special district with a
population of less than 50,000; and (3)
a small organization that is any not-for-
profit enterprise which is independently
owned and operated and is not
dominant in its field.
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After considering the economic
impacts of today’s final rule on small
entities, I certify that this action will not
have a significant economic impact on
a substantial number of small entities.

In determining whether a rule has a
significant economic impact on a
substantial number of small entities, the
impact of concern is any significant
adverse economic impact on small
entities, since the primary purpose of
the regulatory flexibility analyses is to
identify and address regulatory
alternatives “which minimize any
significant economic impact of the
proposed rule on small entities.” 5
U.S.C. Sections 603 and 604. Thus, an
agency may certify that a rule will not
have a significant economic impact on
a substantial number of small entities if
the rule relieves regulatory burden, or
otherwise has a positive economic effect
on all of the small entities subject to the
rule. Today’s rule will relieve regulatory
burden and result in cost savings to
entities, including any small entities,
that are members of the Performance
Track Program. Many small entities
(both businesses and governments) and
their association representatives were
invited to, and attended, the public
hearings EPA conducted early in 2000
on the design of the Performance Track
Program. EPA has therefore concluded
that today’s final rule will relieve
regulatory burden for small entities.

D. Unfunded Mandates Reform Act

Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA), Public
Law 04—4, establishes requirements for
Federal agencies to assess the effects of
their regulatory actions on State, local,
and Tribal governments and the private
sector. Under section 202 of the UMRA,
EPA generally must prepare a written
Statement, including a cost-benefit
analysis, for proposed and final rules
with “Federal mandates” that may result
in expenditures to State, local, and
Tribal governments, in the aggregate, or
to the private sector, of $100 million or
more in any one year. Before
promulgating an EPA rule for which a
written Statement is needed, section 205
of the UMRA generally requires EPA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, most cost-
effective or least burdensome alternative
that achieves the objectives of the rule.
The provisions of section 205 do not
apply when they are inconsistent with
applicable law. Moreover, section 205
allows EPA to adopt an alternative other
than the least costly, most cost-effective
or least burdensome alternative if the
Administrator publishes with the final
rule an explanation why that alternative

was not adopted. Before EPA establishes
any regulatory requirements that may
significantly or uniquely affect small
governments, including Tribal
governments, it must have developed
under section 203 of the UMRA a small
government agency plan. The plan must
provide for notifying potentially
affected small governments, enabling
officials of affected small governments
to have meaningful and timely input in
the development of EPA regulatory
proposals with significant Federal
intergovernmental mandates, and
informing, educating, and advising
small governments on compliance with
the regulatory requirements.

EPA has determined that this rule
does not contain a Federal mandate that
may result in expenditures of $100
million or more for State, local, and
Tribal governments, in the aggregate, or
the private sector in any one year.
Participation by facilities in the
Performance Track is voluntary, and so
is participation by State or local
government agencies. There are no
significant or unique effects on State,
local, or Tribal governments, however
there may be some minor effects
incurred by these entities. EPA projects
these costs to be very low. Thus, today’s
rule is not subject to the requirements
of sections 202 and 205 of the UMRA.
Nevertheless, as discussed in section I B
and elsewhere, EPA did engage these
stakeholders in the process of
developing the National Environmental
Performance Track Program.

E. Executive Order 13132: Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999), requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

This final rule does not have
federalism implications. It will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132. This rule
provides incentives that States can
adopt to provide benefits to their State
member facilities in the National

Performance Track Program. As a
voluntary program, Performance Track
allows States the option to adopt the
provisions in this rule. Thus, Executive
Order 13132 does not apply to this rule.

Stakeholders, including many States,
were consulted during the development
of the Performance Track Program.
Many suggestions and ideas generated
by States and other stakeholders
provided the basis for some of the
provisions in this rule. The stakeholder
involvement process undertaken is fully
discussed in Section I B of this
document. In the spirit of Executive
Order 13132, and consistent with EPA
policy to promote communications
between EPA and State and local
governments, EPA specifically sought
comment on the proposed rule from
State and local officials.

F. Executive Order 13175: Consultation
and Coordination With Indian Tribal
Governments

Executive Order 13175, entitled
“Consultation and Coordination with
Indian Tribal Governments” (65 FR
67249, November 6, 2000), requires EPA
to develop an accountable process to
ensure “meaningful and timely input by
Tribal officials in the development of
regulatory policies that have Tribal
implications.” “Policies that have Tribal
implications” is defined in the
Executive Order to include regulations
that have “substantial direct effects on
one or more Indian tribes, on the
relationship between the Federal
government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
government and Indian tribes.”

This final rule does not have Tribal
implications. It will not have substantial
direct effects on Tribal governments, on
the relationship between the Federal
government and Indian tribes, or on the
distribution of power and
responsibilities between the Federal
government and Indian tribes, as
specified in Executive Order 13175. Any
effects that Tribes may accrue from this
rule will result in cost savings. Thus,
Executive Order 13175 does not apply
to this rule. Stakeholder involvement is
discussed in Section I. B. of this
document. In the spirit of Executive
Order 13175, and consistent with EPA
policy to promote communications
between EPA and Tribal governments,
EPA specifically sought additional
comment on the proposed rule from
Tribal officials.
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G. Executive Order 13045: Protection of
Children From Environmental Health &
Safety Risks

Executive Order 13045: “Protection of
Children from Environmental Health &
Safety Risks” (62 FR 19885, April 23,
1997) applies to any rule that: (1) Is
determined to be “economically
significant” as defined under Executive
Order 12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

This final rule is not subject to the
Executive Order because it is not
economically significant as defined in
Executive Order 12866, and because the
Agency does not have reason to believe
the environmental health or safety risks
addressed by this action present a
disproportionate risk to children. In the
proposed rule, EPA invited the public to
submit or identify peer-reviewed studies
and data, of which the agency may not
be aware, that assessed results of early
life exposure to the provisions of this
rule. No such studies or data were
identified.

H. Executive Order 13211: Actions That
Significantly Affect Energy Supply,
Distribution, or Use

This rule is not a “significant energy
action” as defined in Executive Order
13211, “Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355 (May
22, 2001)) because it is not likely to
have a significant adverse effect on the
supply, distribution, or use of energy.
Further, EPA has concluded that this
rule is not likely to have any adverse
energy effects.

I. National Technology Transfer
Advancement Act

Section 12(d) of the National
Technology Transfer Advancement Act
of 1995 (NTTAA), Public Law 104-113,
section 12(d) (15 U.S.C. 272 note),
directs all Federal agencies to use
voluntary consensus standards instead
of government-unique standards in their
regulatory and procurement activities,
unless to do so would be inconsistent
with applicable law or otherwise
impractical. Voluntary consensus
standards are technical standards (such
as materials specifications, test
methods, sampling procedures, business

practices) that are developed or adopted
by one or more voluntary consensus
standards bodies. Examples of
organizations generally regarded as
voluntary consensus standards bodies
include the American Society for
Testing and Materials (ASTM), the
National Fire Protection Association
(NFPA), and the Society of Automotive
Engineers (SAE). The NTTAA directs
EPA to provide Congress, through
annual reports to OMB, with
explanations when an Agency does not
use available and applicable voluntary
consensus standards.

This final rule does not involve
technical standards. Thus, the
provisions of NTTAA do not apply to
this rule and EPA is not considering the
use of any voluntary consensus
standards.

J. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A Major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2). This final
rule is effective on April 22, 2004.

VII. Statutory Authority

The statutory authority for the MACT
portion of this action is provided by
sections 101, 112, 114, 116, and 301 of
the Clean Air Act as amended (42 U.S.C.
7401, 7412, 7414, 7416, and 7601). The
statutory authority for the RCRA portion
of this action is provided by sections
2002 and 3002 of the Solid Waste
Disposal Act, as amended by the
Resource Conservation and Recovery
Act of 1976, as amended by the
Hazardous and Solid Waste
Amendments of 1984 (42 U.S.C. 6912
and 6922).

VIIL. Judicial Review

Under section 307(b)(1) of the Clean
Air Act, judicial review of the MACT
portion of this final rule is available
only by the filing of a petition for review
in the U.S. Court of Appeals for the
District of Columbia Circuit by June 21,
2004. Any such judicial review is

limited to only those objections that are
raised with reasonable specificity in
timely comments. Under section
307(b)(2) of the Clean Air Act, the
requirements that are the subject of this
final rule may not be challenged later in
civil or criminal proceedings brought by
us to enforce these requirements. Under
section 6976(a) of the Resource
Conservation and Recovery Act, judicial
review of the RCRA portion of this final
rule is available only by the filing of a
petition for review in the U.S. Court of
Appeals for the District of Columbia
Circuit by June 21, 2004. Under this
same section 6976(a) of RCRA, the
requirements that are the subject of this
final rule may not be challenged later in
civil or criminal proceedings brought by
us to enforce these requirements.

List of Subjects
40 CFR Part 63

Administrative practice and
procedure, Air pollution control,
Hazardous substances,
Intergovernmental relations, Reporting
and recordkeeping requirements.

40 CFR Part 262

Exports, Hazardous materials
transportation, Hazardous waste,
Imports, Labeling, Packaging and
containers, Reporting and recordkeeping
requirements.

Dated: April 14, 2004.
Michael O. Leavitt,
Administrator.

m For the reasons stated in the preamble,
we amend parts 63 and 262 of title 40,
chapter I of the Code of the Federal
Regulations as follows:

PART 63—[AMENDED]

m 1. The authority citation for part 63
continues to read as follows:

Authority: 42 U.S.C. 7401, et seq.
Subpart A—[Amended]

m 2. Section 63.2 is amended by adding,
in alphabetical order, definitions for the
terms Pollution Prevention and Source
at a Performance Track member facility
to read as follows:

§63.2 Definitions.
* * * * *

Pollution Prevention means source
reduction as defined under the
Pollution Prevention Act (42 U.S.C.
13101-13109). The definition is as
follows:

(1) Source reduction is any practice
that:

(i) Reduces the amount of any
hazardous substance, pollutant, or
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contaminant entering any waste stream
or otherwise released into the
environment (including fugitive
emissions) prior to recycling, treatment,
or disposal; and

(ii) Reduces the hazards to public
health and the environment associated
with the release of such substances,
pollutants, or contaminants.

(2) The term source reduction
includes equipment or technology
modifications, process or procedure
modifications, reformulation or redesign
of products, substitution of raw
materials, and improvements in
housekeeping, maintenance, training, or
inventory control.

(3) The term source reduction does
not include any practice that alters the
physical, chemical, or biological
characteristics or the volume of a
hazardous substance, pollutant, or
contaminant through a process or
activity which itself is not integral to
and necessary for the production of a

product or the providing of a service.
* * * * *

Source at a Performance Track
member facility means a major or area
source located at a facility which has
been accepted by EPA for membership
in the Performance Track Program (as
described at www.epa.gov/
PerformanceTrack) and is still a
member of the Program. The
Performance Track Program is a
voluntary program that encourages
continuous environmental improvement
through the use of environmental
management systems, local community

outreach, and measurable results.
* * * * *

m 3. Section 63.10 is amended by:
a. Revising paragraph (d)(1); and
b. Adding paragraph (e)(3)(i)(D).
The revision and addition read as
follows:

§63.10 Recordkeeping and reporting
requirements.
* * * * *

(d) * * * (1) Notwithstanding the
requirements in this paragraph or
paragraph (e) of this section, and except
as provided in § 63.16, the owner or
operator of an affected source subject to
reporting requirements under this part
shall submit reports to the
Administrator in accordance with the
reporting requirements in the relevant
standard(s).

* * * * *

(e) * *x %

(3) L

(i) * % %

(D) The affected source is complying
with the Performance Track Provisions

of §63.16, which allows less frequent
reporting.

m 4. Section 63.16 is added to subpart A
and reads as follows:

§63.16 Performance Track Provisions.

(a) Notwithstanding any other
requirements in this part, an affected
source at any major source or any area
source at a Performance Track member
facility, which is subject to regular
periodic reporting under any subpart of
this part, may submit such periodic
reports at an interval that is twice the
length of the regular period specified in
the applicable subparts; provided, that
for sources subject to permits under 40
CFR part 70 or 71 no interval so
calculated for any report of the results
of any required monitoring may be less
frequent than once in every six months.

(b) Notwithstanding any other
requirements in this part, the
modifications of reporting requirements
in paragraph (c) of this section apply to
any major source at a Performance Track
member facility which is subject to
requirements under any of the subparts
of this part and which has:

(1) Reduced its total HAP emissions to
less than 25 tons per year;

(2) Reduced its emissions of each
individual HAP to less than 10 tons per
year; and

(3) Reduced emissions of all HAPs
covered by each MACT standard to at
least the level required for full
compliance with the applicable
emission standard.

(c) For affected sources at any area
source at a Performance Track member
facility and which meet the
requirements of paragraph (b)(3) of this
section, or for affected sources at any
major source that meet the requirements
of paragraph (b) of this section:

(1) If the emission standard to which
the affected source is subject is based on
add-on control technology, and the
affected source complies by using add-
on control technology, then all required
reporting elements in the periodic
report may be met through an annual
certification that the affected source is
meeting the emission standard by
continuing to use that control
technology. The affected source must
continue to meet all relevant monitoring
and recordkeeping requirements. The
compliance certification must meet the
requirements delineated in Clean Air
Act section 114(a)(3).

(2) If the emission standard to which
the affected source is subject is based on
add-on control technology, and the
affected source complies by using
pollution prevention, then all required

reporting elements in the periodic
report may be met through an annual
certification that the affected source is
continuing to use pollution prevention
to reduce HAP emissions to levels at or
below those required by the applicable
emission standard. The affected source
must maintain records of all
calculations that demonstrate the level
of HAP emissions required by the
emission standard as well as the level of
HAP emissions achieved by the affected
source. The affected source must
continue to meet all relevant monitoring
and recordkeeping requirements. The
compliance certification must meet the
requirements delineated in Clean Air
Act section 114(a)(3).

(3) If the emission standard to which
the affected source is subject is based on
pollution prevention, and the affected
source complies by using pollution
prevention and reduces emissions by an
additional 50 percent or greater than
required by the applicable emission
standard, then all required reporting
elements in the periodic report may be
met through an annual certification that
the affected source is continuing to use
pollution prevention to reduce HAP
emissions by an additional 50 percent or
greater than required by the applicable
emission standard. The affected source
must maintain records of all
calculations that demonstrate the level
of HAP emissions required by the
emission standard as well as the level of
HAP emissions achieved by the affected
source. The affected source must
continue to meet all relevant monitoring
and recordkeeping requirements. The
compliance certification must meet the
requirements delineated in Clean Air
Act section 114(a)(3).

(4) Notwithstanding the provisions of
paragraphs (c)(1) through (3), of this
section, for sources subject to permits
under 40 CFR part 70 or 71, the results
of any required monitoring and
recordkeeping must be reported not less
frequently than once in every six
months.

PART 262—STANDARDS APPLICABLE
TO GENERATORS OF HAZARDOUS
WASTE

m 5. The authority citation for part 262
continues to read as follows:

Authority: 42 U.S.C. 6906, 6912, 6922—
6925, 6937, and 6938.

m 6. Section 262.34 is amended by
adding paragraphs (j), (k), and (1) to read
as follows:

§262.34 Accumulation time.
* * * * *

(j) A member of the Performance
Track Program who generates 1000 kg or
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greater of hazardous waste per month
(or one kilogram or more of acute
hazardous waste) may accumulate
hazardous waste on-site without a
permit or interim status for an extended
period of time, provided that:

(1) The generator accumulates the
hazardous waste for no more than 180
days, or for no more than 270 days if the
generator must transport the waste (or
offer the waste for transport) more than
200 miles from the generating facility;
and

(2) The generator first notifies the
Regional Administrator and the Director
of the authorized State in writing of its
intent to begin accumulation of
hazardous waste for extended time
periods under the provisions of this
section. Such advance notice must
include:

(i) Name and EPA ID number of the
facility, and specification of when the
facility will begin accumulation of
hazardous wastes for extended periods
of time in accordance with this section;
and

(ii) A description of the types of
hazardous wastes that will be
accumulated for extended periods of
time, and the units that will be used for
such extended accumulation; and

(iii) A Statement that the facility has
made all changes to its operations,
procedures, including emergency
preparedness procedures, and
equipment, including equipment
needed for emergency preparedness,
that will be necessary to accommodate
extended time periods for accumulating
hazardous wastes; and

(iv) If the generator intends to
accumulate hazardous wastes on-site for
up to 270 days, a certification that a
facility that is permitted (or operating
under interim status) under part 270 of
this chapter to receive these wastes is
not available within 200 miles of the
generating facility; and

(3) The waste is managed in:

(i) Containers, in accordance with the
applicable requirements of 40 CFR part
265 subpart I; or

(ii) Tanks, in accordance with the
requirements of 40 CFR part 265,
subpart J, and § 265.200; or

(iii) Drip pads, in accordance with
subpart W of 40 CFR part 265; or

(iv) Containment buildings, in
accordance with subpart DD of 40 CFR
part 265; and

(4) The quantity of hazardous waste
that is accumulated for extended time
periods at the facility does not exceed
30,000 kg; and

(5) The generator maintains the
following records at the facility for each
unit used for extended accumulation
times:

(i) A written description of
procedures to ensure that each waste
volume remains in the unit for no more
than 180 days (or 270 days, as
applicable), a description of the waste
generation and management practices at
the facility showing that they are
consistent with the extended
accumulation time limit, and
documentation that the procedures are
complied with; or

(ii) Documentation that the unit is
emptied at least once every 180 days (or
270 days, if applicable); and

(6) Each container or tank that is used
for extended accumulation time periods
is labeled or marked clearly with the
words “Hazardous Waste,”” and for each
container the date upon which each
period of accumulation begins is clearly
marked and visible for inspection; and

(7) The generator complies with the
requirements for owners and operators
in 40 CFR part 265, with § 265.16, and
with § 268.7(a)(5). In addition, such a
generator is exempt from all the
requirements in subparts G and H of
part 265, except for §§265.111 and
265.114; and

(8) The generator has implemented
pollution prevention practices that
reduce the amount of any hazardous
substances, pollutants, or contaminants
released to the environment prior to its
recycling, treatment, or disposal; and

(9) The generator includes the
following with its Performance Track
Annual Performance Report, which
must be submitted to the Regional
Administrator and the Director of the
authorized State:

(i) Information on the total quantity of
each hazardous waste generated at the
facility that has been managed in the
previous year according to extended
accumulation time periods; and

(ii) Information for the previous year
on the number of off-site shipments of
hazardous wastes generated at the
facility, the types and locations of
destination facilities, how the wastes
were managed at the destination
facilities (e.g., recycling, treatment,
storage, or disposal), and what changes
in on-site or off-site waste management
practices have occurred as a result of
extended accumulation times or other
pollution prevention provisions of this
section; and

(iii) Information for the previous year
on any hazardous waste spills or
accidents occurring at extended
accumulation units at the facility, or
during off-site transport of accumulated
wastes; and

(iv) If the generator intends to
accumulate hazardous wastes on-site for
up to 270 days, a certification that a
facility that is permitted (or operating

under interim status) under part 270 of
this chapter to receive these wastes is
not available within 200 miles of the
generating facility; and

(k) If hazardous wastes must remain
on-site at a Performance Track member
facility for longer than 180 days (or 270
days, if applicable) due to unforseen,
temporary, and uncontrollable
circumstances, an extension to the
extended accumulation time period of
up to 30 days may be granted at the
discretion of the Regional Administrator
on a case-by-case basis.

(1) If a generator who is a member of
the Performance Track Program
withdraws from the Performance Track
Program, or if the Regional
Administrator terminates a generator’s
membership, the generator must return
to compliance with all otherwise
applicable hazardous waste regulations
as soon as possible, but no later than six
months after the date of withdrawal or
termination.

[FR Doc. 04-9042 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 261
[SW—-FRL-7651-4]

Hazardous Waste Management
System; Identification and Listing of
Hazardous Waste; Final Exclusion

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is granting a petition
submitted by OxyVinyls, LP
(OxyVinyls) to exclude (or delist) a
certain liquid waste generated by its
Houston, TX Deer Park VCM Plant from
the lists of hazardous wastes. This final
rule responds to the petition submitted
by OxyVinyls to delist K017, K019, and
K020 Incinerator Offgas Treatment
Scrubber Water generated from treating
and neutralizing gasses generated in the
firebox during the incineration process.
After careful analysis and use of the
Delisting Risk Assessment Software
(DRAS) EPA has concluded the
petitioned waste is not hazardous waste.
This exclusion applies to 919,990 cubic
yards per year of the Incinerator Offgas
Treatment Scrubber Water. Accordingly,
this final rule excludes the petitioned
waste from the requirements of
hazardous waste regulations under the
Resource Conservation and Recovery
Act (RCRA) when disposed of in
accordance with TPDES regulations.
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DATES: Effective Date: April 22, 2004.
ADDRESSES: The public docket for this
final rule is located at the U.S.
Environmental Protection Agency
Region 6, 1445 Ross Avenue, Dallas,
Texas 75202, and is available for
viewing in the EPA Freedom of
Information Act review room on the 7th
floor from 9 a.m. to 4 p.m., Monday
through Friday, excluding Federal
holidays. Call (214) 665—6444 for
appointments. The reference number for
this docket is [F—02-TX-OXYVINYLS].
The public may copy material from any
regulatory docket at no cost for the first
100 pages and at a cost of $0.15 per page
for additional copies.

FOR FURTHER INFORMATION CONTACT: Ben
Banipal, Section Chief of the Corrective
Action and Waste Minimization
Section, Multimedia Planning and
Permitting Division (6PD-C),
Environmental Protection Agency, 1445
Ross Avenue, Dallas, Texas 75202. For
technical information concerning this
notice, contact James A. Harris, Jr., U.S.
Environmental Protection Agency, 1445
Ross Avenue, Dallas, Texas 75202, at
(214) 665-8302.

SUPPLEMENTARY INFORMATION: The
information in this section is organized
as follows:

I. Overview Information
A. What rule is EPA finalizing?
B. Why is EPA approving this delisting?
C. What are the limits of this exclusion?
D. How will OxyVinyls manage the waste
if it is delisted?
E. When is the final delisting exclusion
effective?
F. How does this final rule affect states?
II. Background
A. What is a delisting?
B. What regulations allow facilities to
delist a waste?
C. What information must the generator
supply?
III. EPA’s Evaluation of the Waste
Information and Data
A. What waste did OxyVinyls petition EPA
to delist?
B. How much waste did OxyVinyls
propose to delist?
C. How did OxyVinyls sample and analyze
the waste data in this petition?
IV. Public Comments Received on the
proposed exclusion
A. Who submitted comments on the
proposed rule?

I. Overview Information

A. What Action Is EPA Finalizing?

After evaluating the petition, EPA
proposed, on October 1, 2003 to exclude
the OxyVinyls waste from the lists of
hazardous waste under §§261.31 and
261.32 (see 65 FR 75897). EPA is
finalizing:

(1) The decision to grant OxyVinyls’
delisting petition to have its Incinerator

Offgas Treatment Scrubber Water
generated from treating and neutralizing
gasses generated in the firebox during
the incineration process subject to
certain continued verification and
monitoring conditions.

B. Why Is EPA Approving This
Delisting?

OxyVinyls’ petition requests a
delisting from the K017, K019, and
K020, waste listings under 40 CFR
260.20 and 260.22. OxyVinyls does not
believe that the petitioned waste meets
the criteria for which EPA listed it,
primarily because the Off-gas Scrubber
Waste Water could be considered
“derived from” a listed waste that has
been incinerated to destroy the
hazardous constituents of the listed
waste. OxyVinyls also believes no
additional constituents or factors could
cause the waste to be hazardous. EPA’s
review of this petition included
consideration of the original listing
criteria, and the additional factors
required by the Hazardous and Solid
Waste Amendments of 1984 (HSWA).
See section 3001(f) of RCRA, 42 U.S.C.
6921(f), and 40 CFR 260.22 (d)(1)~(4)
(hereinafter all sectional references are
to 40 CFR unless otherwise indicated).
In making the final delisting
determination, EPA evaluated the
petitioned waste against the listing
criteria and factors cited in
§261.11(a)(2) and (a)(3). Based on this
review, EPA agrees with the petitioner
that the waste is nonhazardous with
respect to the original listing criteria. (If
EPA had found, based on this review,
that the waste remained hazardous
based on the factors for which the waste
was originally listed, EPA would have
proposed to deny the petition.) EPA
evaluated the waste with respect to
other factors or criteria to assess
whether there is a reasonable basis to
believe that such additional factors
could cause the waste to be hazardous.
EPA considered whether the waste is
acutely toxic, the concentration of the
constituents in the waste, their tendency
to migrate and to bioaccumulate, their
persistence in the environment once
released from the waste, plausible and
specific types of management of the
petitioned waste, the quantities of waste
generated, and waste variability. EPA
believes that the petitioned waste does
not meet the listing criteria and thus
should not be a listed waste. EPA’s final
decision to delist waste from OxyVinyls’
facility is based on the information
submitted in support of this rule,
including descriptions of the wastes and
analytical data from the Deer Park, TX,
facility.

C. What Are the Limits of This
Exclusion?

This exclusion applies to the waste
described in the petition only if the
requirements described in 40 CFR part
261, appendix IX, table 2 and the
conditions contained herein are
satisfied.

D. How Will OxyVinyls Manage the
Waste if It Is Delisted?

The delisted waste stream will
continue to be piped and disposed of at
Shell’s TPDES-permitted system.

E. When Is the Final Delisting Exclusion
Effective?

This rule is effective April 22, 2004.
The Hazardous and Solid Waste
Amendments of 1984 amended section
3010 of RCRA, 42 USCA 6930(b)(1),
allow rules to become effective in less
than six months after the rule is
published when the regulated
community does not need the six-month
period to come into compliance. That is
the case here because this rule reduces,
rather than increases, the existing
requirements for persons generating
hazardous waste. This reduction in
existing requirements also provides a
basis for making this rule effective
immediately, upon publication, under
the Administrative Procedure Act,
pursuant to 5 USCA 553(d).

F. How Does This Final Rule Affect
States?

Because EPA is issuing this exclusion
under the Federal RCRA delisting
program, only states subject to Federal
RCRA delisting provisions would be
affected. This would exclude states
which have received authorization from
EPA to make their own delisting
decisions.

EPA allows states to impose their own
non-RCRA regulatory requirements that
are more stringent than EPA’s, under
section 3009 of RCRA, 42 U.S.C. 6929.
These more stringent requirements may
include a provision that prohibits a
Federally issued exclusion from taking
effect in the state. Because a dual system
(that is, both Federal (RCRA) and State
(non-RCRA) programs) may regulate a
petitioner’s waste, EPA urges petitioners
to contact the State regulatory authority
to establish the status of their wastes
under the State law.

EPA has also authorized some States
(for example, Louisiana, Oklahoma,
Georgia, Illinois) to administer an RCRA
delisting program in place of the Federal
program, that is, to make State delisting
decisions. Therefore, this exclusion
does not apply in those authorized
States unless that State makes the rule
part of its authorized program. If
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OxyVinyls transports the petitioned
waste to or manages the waste in any
state with delisting authorization,
OxyVinyls must obtain delisting
authorization from that state before it
can manage the waste as nonhazardous
in the State.

II. Background
A. What Is a Delisting Petition?

A delisting petition is a request from
a generator to EPA or another agency
with jurisdiction to exclude or delist,
from the RCRA list of hazardous waste,
waste the generator believes should not
be considered hazardous under RCRA.

B. What Regulations Allow Facilities To
Delist a Waste?

Under 40 CFR 260.20 and 260.22,
facilities may petition EPA to remove
their wastes from hazardous waste
regulation by excluding them from the
lists of hazardous wastes contained in
§§261.31 and 261.32. Specifically,
§260.20 allows any person to petition
the Administrator to modify or revoke
any provision of parts 260 through 265
and 268 of title 40 of the Code of
Federal Regulations. Section 260.22
provides generators the opportunity to
petition the Administrator to exclude a
waste from a particular generating
facility from the hazardous waste lists.

C. What Information Must the Generator
Supply?

Petitioners must provide sufficient
information to EPA to allow EPA to
determine that the waste to be excluded
does not meet any of the criteria under
which the waste was listed as a
hazardous waste. In addition, the
Administrator must determine, where
he/she has a reasonable basis to believe
that factors (including additional
constituents) other than those for which
the waste was listed could cause the
waste to be a hazardous waste and that
such factors do not warrant retaining the
waste as a hazardous waste.

III. EPA’s Evaluation of the Waste
Information and Data

A. What Waste Did OxyVinyls Petition
EPA To Delist?

On October 11, 2002, OxyVinyls
petitioned EPA to exclude from the lists
of hazardous waste contained in
§261.32, Incinerator Offgas Treatment
Scrubber Water generated from its
facility located in Deer Park, Texas. The
waste falls under the classification of
listed waste under § 261.30.

B. How Much Waste Did OxyVinyls
Propose To Delist?

Specifically, in its petition, OxyVinyls
requested that EPA grant a standard
exclusion for 919,990 cubic yards per
year of the Incinerator Offgas Treatment
Scrubber Water.

C. How Did OxyVinyls Sample and
Analyze the Waste Data in This
Petition?

To support its petition, OxyVinyls
submitted:

(1) Historical information on past
waste generation and management
practices;

(2) Results of the total constituent list
for 40 CFR Part 264 Appendix IX
volatiles, semivolatiles, metals,
pesticides, herbicides, dioxins and
PCBs;

(3) Analytical constituents of concern
for K017, K019 and K020

(4) Results from total oil and grease
analyses

(5) Multiple pH testing for the
petitioned waste.

IV. Public Comments Received on the
Proposed Exclusion

A. Who Submitted Comments on the
Proposed Rule?

No comments were received on the
Proposed Rule.

V. Regulatory Impact

Under Executive Order 12866, EPA
must conduct an “assessment of the
potential costs and benefits” for all
“significant” regulatory actions.

The proposal to grant an exclusion is
not significant, since its effect, if
promulgated, would be to reduce the
overall costs and economic impact of
EPA’s hazardous waste management
regulations. This reduction would be
achieved by excluding waste generated
at a specific facility from EPA’s lists of
hazardous wastes, thus enabling a
facility to manage its waste as
nonhazardous.

Because there is no additional impact
from this proposed rule, this proposal
would not be a significant regulation,
and no cost/benefit assessment is
required. The Office of Management and
Budget (OMB) has also exempted this
rule from the requirement for OMB
review under section (6) of Executive
Order 12866.

VI. Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
5 U.S.C. 601-612, whenever an agency
is required to publish a general notice
of rulemaking for any proposed or final
rule, it must prepare and make available
for public comment a regulatory

flexibility analysis which describes the
impact of the rule on small entities (that
is, small businesses, small
organizations, and small governmental
jurisdictions). No regulatory flexibility
analysis is required, however, if the
Administrator or delegated
representative certifies that the rule will
not have any impact on small entities.
This rule, if promulgated, will not
have an adverse economic impact on
small entities since its effect would be
to reduce the overall costs of EPA’s
hazardous waste regulations and would
be limited to one facility. Accordingly,
EPA hereby certifies that this proposed
regulation, if promulgated, will not have
a significant economic impact on a
substantial number of small entities.
This regulation, therefore, does not
require a regulatory flexibility analysis.

VII. Paperwork Reduction Act

Information collection and record-
keeping requirements associated with
this proposed rule have been approved
by the Office of Management and
Budget (OMB) under the provisions of
the Paperwork Reduction Act of 1980
(Pub. L. 96-511, 44 U.S.C. 3501 et seq.)
and have been assigned OMB Control
Number 2050-0053.

VIII. Unfunded Mandates Reform Act

Under section 202 of the Unfunded
Mandates Reform Act of 1995 (UMRA),
Public Law 104—4, which was signed
into law on March 22, 1995, EPA
generally must prepare a written
statement for rules with Federal
mandates that may result in estimated
costs to State, local, and tribal
governments in the aggregate, or to the
private sector, of $100 million or more
in any one year.

When such a statement is required for
EPA rules, under section 205 of the
UMRA EPA must identify and consider
alternatives, including the least costly,
most cost-effective, or least burdensome
alternative that achieves the objectives
of the rule. EPA must select that
alternative, unless the Administrator
explains in the final rule why it was not
selected or it is inconsistent with law.

Before EPA establishes regulatory
requirements that may significantly or
uniquely affect small governments,
including tribal governments, it must
develop under section 203 of the UMRA
a small government agency plan. The
plan must provide for notifying
potentially affected small governments,
giving them meaningful and timely
input in the development of EPA
regulatory proposals with significant
Federal intergovernmental mandates,
and informing, educating, and advising
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them on compliance with the regulatory
requirements.

The UMRA generally defines a
Federal mandate for regulatory purposes
as one that imposes an enforceable duty
upon State, local, or tribal governments
or the private sector.

EPA finds that this delisting decision
is deregulatory in nature and does not
impose any enforceable duty on any
State, local, or tribal governments or the
private sector. In addition, the proposed
delisting decision does not establish any
regulatory requirements for small
governments and so does not require a
small government agency plan under
UMRA section 203.

IX. Executive Order 13045

The Executive Order 13045 is entitled
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997).
This order applies to any rule that EPA
determines (1) is economically
significant as defined under Executive
Order 12866, and (2) the environmental
health or safety risk addressed by the
rule has a disproportionate effect on
children. If the regulatory action meets
both criteria, EPA must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by EPA. This proposed rule
is not subject to E.O. 13045 because this
is not an economically significant
regulatory action as defined by
Executive Order 12866.

X. Executive Order 13084

Because this action does not involve
any requirements that affect Indian
Tribes, the requirements of section 3(b)
of Executive Order 13084 do not apply.

Under Executive Order 13084, EPA
may not issue a regulation that is not
required by statute, that significantly
affects or uniquely affects the
communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments.

If the mandate is unfunded, EPA must
provide to the Office Management and

Budget, in a separately identified
section of the preamble to the rule, a
description of the extent of EPA’s prior
consultation with representatives of
affected tribal governments, a summary
of the nature of their concerns, and a
statement supporting the need to issue
the regulation.

In addition, Executive Order 13084
requires EPA to develop an effective
process permitting elected and other
representatives of Indian tribal
governments to have “meaningful and
timely input” in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities of Indian tribal
governments. This action does not
involve or impose any requirements that
affect Indian Tribes. Accordingly, the
requirements of section 3(b) of
Executive Order 13084 do not apply to
this rule.

XI. National Technology Transfer and
Advancement Act

Under section 12(d) if the National
Technology Transfer and Advancement
Act, EPA is directed to use voluntary
consensus standards in its regulatory
activities unless to do so would be
inconsistent with applicable law or
otherwise impractical. Voluntary
consensus standards are technical
standards (e.g., materials specifications,
test methods, sampling procedures,
business practices, etc.) developed or
adopted by voluntary consensus
standard bodies. Where available and
potentially applicable voluntary
consensus standards are not used by
EPA, the Act requires that EPA to
provide Congress, through the OMB, an
explanation of the reasons for not using
such standards.

This rule does not establish any new
technical standards and thus, EPA has
no need to consider the use of voluntary
consensus standards in developing this
final rule.

XII. Executive Order 13132 Federalism

Executive Order 13132, entitled
“Federalism” (64 FR 43255, August 10,
1999) requires EPA to develop an
accountable process to ensure
“meaningful and timely input by State
and local officials in the development of
regulatory policies that have federalism
implications.” “Policies that have
federalism implications” is defined in

the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.”

Under section 6 of Executive Order
13132, EPA may not issue a regulation
that has federalism implications, that
impose substantial direct compliance
costs, and that is not required by statute,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by State and
local governments, or EPA consults with
State and local officials early in the
process of developing the proposed
regulation. EPA also may not issue a
regulation that has federalism
implications and that preempts State
law unless EPA consults with State and
local officials early in the process of
developing the proposed regulation.

This action does not have federalism
implications. It will not have a
substantial direct effect on States, on the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132, because it
affects only one facility.

Lists of Subjects in 40 CFR part 261

Environmental protection, Hazardous
Waste, Recycling, Reporting and
recordkeeping requirements.

Authority: Sec. 3001(f) RCRA, 42 U.S.C.
6921(f).

Dated: April 7, 2004.

Carl E. Edlund,

Director, Multimedia Planning and Permitting
Division, Region 6.

m For the reasons set out in the

preamble, 40 CFR part 261 is proposed
to be amended as follows:

PART 261—IDENTIFICATION AND
LISTING OF HAZARDOUS WASTE

m 1. The authority citation for Part 261
continues to read as follows:

Authority: 42 U.S.C. 6905, 6912(a), 6921,
6922, and 6938.
m 2. In Table 1 of appendix IX of part
261 add the following waste stream in
alphabetical order by facility to read as
follows:
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Appendix IX to Part 261—Waste
Excluded Under §§ 260.20 and 260.22

TABLE 1.—WASTE EXCLUDED FROM NON-SPECIFIC SOURCES

Facility Address Waste description
OxyVinyls, L.P .......... Deer Park, TX ......... Incinerator Offgas Scrubber Water (EPA Hazardous Waste Nos. K017, KO19 and K020) gen-

erated at a maximum annual rate of 919,990 cubic yards per calendar year after April 22, 2004,
and disposed in accordance with the TPDES permit.

For the exclusion to be valid, OxyVinyls must implement a testing program that meets the fol-
lowing Paragraphs:

(1) Delisting Levels: All total concentrations for those constituents must not exceed the following
levels (mg/kg) in the incinerator offgas scrubber water.

Incinerator offgas treatment scrubber water (i) Inorganic Constituents Antimony-0.0204; Arsenic-
0.385; Barium-2.92; Beryllium-0.166; Cadmium-0.0225; Chromium-5.0; Cobalt-13.14; Copper-
418.00; Lead-5.0; Nickel-1.13; Mercury-0.0111; Vanadium-0.838; Zinc-2.61

(i) Organic Constituents Acetone-1.46; Bromoform-0.481; Bromomethane-8.2;
Bromodichloromethane-0.0719; Chloroform-0.683; Dibromochloromethane-0.057; lodomethane-
0.19; Methylene Chloride-0.029; 2,3,7,8—TCDD equivalents as TEQ-0.0000926

(2) Waste Management:

(A) OxyVinyls must manage as hazardous all incinerator offgas treatment scrubber water gen-
erated, until it has completed initial verification testing described in Paragraph’s (3)(A) and (B),
as appropriate, and valid analyses show that paragraph (1) is satisfied.

(B) Levels of constituents measured in the samples of the incinerator offgas treatment scrubber
water that do not exceed the levels set forth in Paragraph (1) are non-hazardous. OxyVinyls
can manage and dispose the non-hazardous incinerator offgas treatment scrubber water ac-
cording to all applicable solid waste regulations.

(C) If constituent levels in a sample exceed any of the delisting levels set in Paragraph (1),
OxyVinyls must collect one additional sample and perform expedited analyses to confirm if the
constituent exceeds the delisting level. If this sample confirms the exceedance, OxyVinyls must,
from that point forward, treat the waste as hazardous until it is demonstrated that the waste
again meets the levels set in Paragraph (1). OxyVinyls must notify EPA of the exceedance and
resampling analytical results prior to disposing of the waste.

(D) If the waste exceeds the levels in paragraph (1) OxyVinyls must manage and dispose of the
waste generated under Subtitle C of RCRA from the time that it becomes aware of any exceed-
ance.

(E) Upon completion of the Verification Testing described in Paragraph’s 3(A) and (B) as appro-
priate and the transmittal of the results to EPA, and if the testing results meet the requirements
of Paragraph (1), OxyVinyls may proceed to manage its incinerator offgas treatment scrubber
water as non-hazardous waste. If Subsequent Verification Testing indicates an exceedance of
the Delisting Levels in Paragraph (1), OxyVinyls must manage the incinerator offgas treatment
scrubber water as a hazardous waste until two consecutive quarterly testing samples show lev-
els below the Delisting Levels.

(3) Verification Testing Requirements: OxyVinyls must perform sample collection and analyses,
including quality control procedures, according to SW-846 methodologies. If EPA judges the
process to be effective under the operating conditions used during the initial verification testing,
OxyVinyls may replace the testing required in Paragraph (3)(A) with the testing required in
Paragraph (3)(B). OxyVinyls must continue to test as specified in Paragraph (3)(A) until and un-
less notified by EPA in writing that testing in Paragraph (3)(A) may be replaced by Paragraph
(3)(B).

(A) Initial Verification Testing: After EPA grants the final exclusion, OxyVinyls must do the fol-
lowing:

(i) Within 60 days of this exclusion becoming final, collect four samples, before disposal, of the in-
cinerator offgas treatment scrubber water.

(ii) The samples are to be analyzed and compared against the delisting levels in Paragraph (1)

(iii) Within sixty (60) days after this exclusion becomes final, OxyVinyls will report initial
verification analytical test data, including analytical quality control information for the first thirty
(30) days of operation after this exclusion becomes final of the incinerator offgas treatment
scrubber water. If levels of constituents measured in the samples of the incinerator offgas treat-
ment scrubber water that do not exceed the levels set forth in Paragraph (1) and are also non-
hazardous in two consecutive quarters after the first thirty (30) days of operation after this ex-
clusion, OxyVinyls can manage and dispose of the incinerator offgas treatment scrubber water
according to all applicable solid waste regulations after reporting the analytical results to EPA.

(B) Subsequent Verification Testing: Following written notification by EPA, OxyVinyls may sub-
stitute the testing conditions in Paragraph (3)(B) for (3)(A). OxyVinyls must continue to monitor
operating conditions, and analyze representative samples for each quarter of operation during
the first year of waste generation. The samples must represent the waste generated during the
quarter. After the first year of analytical sampling verification sampling can be performed on a
single annual composite sample of the incinerator offgas treatment scrubber water. The results
are to be compared to the delisting levels in Condition (1).
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TABLE 1.—WASTE EXCLUDED FROM NON-SPECIFIC SOURCES—Continued

Facility

Address

Waste description

(C) Termination of Testing: (i) After the first year of quarterly testing, if the Delisting Levels in
Paragraph (1) are being met, OxyVinyls may then request that EPA stop requiring quarterly
testing. After EPA notifies OxyVinyls in writing, the company may end quarterly testing.

(i) Following cancellation of the quarterly testing, OxyVinyls must continue to test a representative
sample for all constituents listed in Paragraph (1) annually.

(4) Changes in Operating Conditions: If OxyVinyls significantly changes the process described in
its petition or starts any processes that generate(s) the waste that may or could significantly af-
fect the composition or type of waste generated as established under Paragraph (1) (by illustra-
tion, but not limitation, changes in equipment or operating conditions of the treatment process),
it must notify EPA in writing; OxyVinyls may no longer handle the wastes generated from the
new process as nonhazardous until the wastes meet the delisting levels set in Paragraph (1)
and it has received written approval to do so from EPA.

(5) Data Submittals: OxyVinyls must submit the information described below. If OxyVinyls fails to
submit the required data within the specified time or maintain the required records on-site for
the specified time, EPA, at its discretion, will consider this sufficient basis to reopen the exclu-
sion as described in Paragraph 6. OxyVinyls must:

(A) Submit the data obtained through Paragraph 3 to the Section Chief, EPA Region 6 Corrective
Action and Waste Minimization Section, 1445 Ross Avenue, Dallas, Texas 75202-2733, Mail
Code, (6PD-C) within the time specified.

(B) Compile records of operating conditions and analytical data from Paragraph (3), summarized,
and maintained on-site for a minimum of five years.

(C) Furnish these records and data when EPA or the State of Texas request them for inspection.

(D) Send along with all data a signed copy of the following certification statement, to attest to the
truth and accuracy of the data submitted:

Under civil and criminal penalty of law for the making or submission of false or fraudulent state-
ments or representations (pursuant to the applicable provisions of the Federal Code, which in-
clude, but may not be limited to, 18 U.S.C. 1001 and 42 U.S.C. 6928), | certify that the informa-
tion contained in or accompanying this document is true, accurate and complete.

As to the (those) identified section(s) of this document for which | cannot personally verify its
(their) truth and accuracy, | certify as the company official having supervisory responsibility for
the persons who, acting under my direct instructions, made the verification that this information
is true, accurate and complete.

If any of this information is determined by EPA in its sole discretion to be false, inaccurate or in-
complete, and upon conveyance of this fact to the company, | recognize and agree that this ex-
clusion of waste will be void as if it never had effect or to the extent directed by EPA and that
the company will be liable for any actions taken in contravention of the company’s RCRA and
CERCLA obligations premised upon the company’s reliance on the void exclusion.

(6) Reopener

(A) If, anytime after disposal of the delisted waste OxyVinyls possesses or is otherwise made
aware of any environmental data (including but not limited to leachate data or groundwater
monitoring data) or any other data relevant to the delisted waste indicating that any constituent
identified for the delisting verification testing is at a level higher than the delisting level allowed
by the Regional Administrator or his delegate in granting the petition, then the facility must re-
port the data, in writing, to the Regional Administrator or his delegate within 10 days of first
possessing or being made aware of that data.

(B) If the annual testing of the waste does not meet the delisting requirements in Paragraph 1,
OxyVinyls must report the data, in writing, to the Regional Administrator or his delegate within
10 days of first possessing or being made aware of that data.

(C) If OxyVinyls fails to submit the information described in paragraphs (5), (6)(A) or (6)(B) or if
any other information is received from any source, the Regional Administrator or his delegate
will make a preliminary determination as to whether the reported information requires EPA ac-
tion to protect human health or the environment. Further action may include suspending, or re-
voking the exclusion, or other appropriate response necessary to protect human health and the
environment.

(D) If the Regional Administrator or his delegate determines that the reported information does re-
quire action by EPA’s Regional Administrator or his delegate will notify the facility in writing of
the actions the Regional Administrator or his delegate believes are necessary to protect human
health and the environment. The notice shall include a statement of the proposed action and a
statement providing the facility with an opportunity to present information as to why the pro-
posed EPA action is not necessary. The facility shall have 10 days from the date of the Re-
gional Administrator or his delegate’s notice to present such information.

(E) Following the receipt of information from the facility described in paragraph (6)(D) or (if no in-
formation is presented under paragraph (6)(D)) the initial receipt of information described in
paragraphs (5), (6)(A) or (6)(B), the Regional Administrator or his delegate will issue a final
written determination describing EPA actions that are necessary to protect human health or the
environment. Any required action described in the Regional Administrator or his delegate’s de-
termination shall become effective immediately, unless the Regional Administrator or his dele-
gate provides otherwise.

(7) Notification Requirements:



21760 Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Rules and Regulations
TABLE 1.—WASTE EXCLUDED FROM NON-SPECIFIC SOURCES—Continued
Facility Address Waste description

OxyVinyls must do the following before transporting the delisted waste. Failure to provide this no-

tification will result in a violation of the delisting petition and a possible revocation of the deci-

sion.

(A) Provide a one-time written notification to any State Regulatory Agency to which or through

which it will transport the delisted waste described above for disposal, 60 days before begin-

ning such activities.
facility.

sible revocation of the decision.

* * *

(B) Update the one-time written notification if it ships the delisted waste into a different disposal

(C) Failure to provide this notification will result in a violation of the delisting variance and a pos-

[FR Doc. 04-9138 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 2 and 97
[ET Docket No. 02—-98; FCC 04-71]
Amateur Radio Service

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: This document denies a
Petition for Reconsideration filed by Mr.
W. Lee McVey in response to the
Commission’s decision in a Report and
Order. The Commission finds that
arguments and information provided in
the Petition were substantively
addressed by the Report and Order and
do not merit further consideration.
DATES: Effective May 24, 2004.

FOR FURTHER INFORMATION CONTACT:
James Miller, Office of Engineering and
Technology, e-mail
james.miller@fcc.gov, telephone (202)
418-7351.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s
Memorandum Opinion and Order, ET
Docket No. 02-98, FCC 04-71, adopted
March 24, 2004, and released March 31,
2004. The full text of this document is
available on the Commission’s Internet
site at http://www.fcc.gov. It is also
available for inspection and copying
during regular business hours in the
FCC Reference Center (Room CY-A257),
445 12th Street, SW., Washington, DC
20554. The full text of this document
also may be purchased from the
Commission’s duplication contractor,
Qualex International, Portals II, 445
12th St., SW., Room CY-B402,
Washington, DC 20554; telephone (202)
863—-2893; fax (202) 863—2898; e-mail
qualexint@aol.com.

Summary of the Memorandum Opinion
and Order

1. The Memorandum Opinion and
Order (MO&O), denied the Petition for
Reconsideration filed by Mr. W. Lee
McVey (petitioner) in response to the
Commission’s decision in the Report
and Order (R&0), 68 FR 33020, June 3,
2003. The Commission found that the
arguments and information provided in
the Petition were substantively
addressed by the R&O and do not merit
further consideration.

2. In the R&O, the Commission denied
American Radio Relay League, Inc.
(ARRL), petition requesting, inter alia,
that the Commission make a secondary
allocation to the Amateur Radio Service
(ARS) in the 160-190 kHz band for
experimentation in the low frequency
(LF) range. Amateur use of the 160-190
kHz band is permitted under part 15 of
our rules, and use of any band,
including the LF band, can be permitted
under our experimental rules on a case-
by-case basis. The band is allocated to
both the fixed and maritime mobile
services on a primary basis for Federal
Government users and also to the fixed
service on a primary basis for non-
Federal Government users. There are ten
Federal Government assignments for
coast stations communicating with
ships at sea, and several Federal
Government fixed service sites in this
band. There are no non-Federal
Government assignments in the
Commission’s database for this
frequency band.

3. In addition, unlicensed devices use
the LF spectrum. These systems do not
have any allocation status, but are
authorized to operate under part 15 of
our rules on an unprotected, non-
interference basis with respect to all
other users. Section 15.209 of our rules
generally permits unlicensed operation
at power limits of 4.9 microvolts/meter.
Further, § 15.113 of our rules
specifically permits Power Line Carrier
(PLC) systems to operate on power

transmission lines for communications
important to the reliability and security
of electric service to the public in the 9—
490 kHz band. In this regard, utility
companies have generally come to rely
on PLC systems to support a variety of
monitoring and control functions of the
national power grid. For example,
electric utility operators use PLC
signaling systems in this band in
conjunction with monitoring devices to
detect malfunctions and damage to
power transmission facilities such as
transformer failures and downed lines.
When such events occur, these same
PLC systems then are used to remotely
trip protection circuits that minimize
damage to the power system and
eliminate danger to individuals in the
area of the event.

4. On reconsideration, the petitioner
primarily reiterates the opinion he
expressed in comments filed in
response to the Notice of Proposed
Rulemaking (NPRM), 67 FR 40898, June
14, 2002, in the proceeding that PLC use
in power grid infrastructure is
insignificant and alternative
technologies should be encouraged.
Although the petition provides
additional specific information about
PLC systems and alternative
technologies used by electric power
networks, this information is not
substantially different from information
in the record, including that supplied by
petitioner in his comments, when the
Commission made its subject decision.
Based on its analysis of the record,
including information provided by
utility companies that use PLC systems,
the Commission found that utility
companies have come to rely on PLC
systems for monitoring and control of
the power grid. Although the petitioner
may disagree with this conclusion, it
was based on record evidence, and the
petitioner has not provided evidence
that contests this conclusion.

5. We also disagree with the Petition’s
assertion that the Commission failed to
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take proper action by continuing to rely
upon part 15 of our rules and
regulations to protect such alleged vital
communications and that we should
instead provide a primary allocation for
PLC systems in this band. PLC systems
have been operating successfully in this
band for many years on an unlicensed
basis pursuant to part 15 of our rules.
The Commission acted responsibly in
deciding not to modify the allocations
for the band. As we noted in the R&O,
the Commission considers the potential
for interference conflicts between
different types of operations, whether
licensed or unlicensed, when it
considers whether to make allocation
changes to a band. That we found a
potential threat to PLC operations in the
licensing of a new service in the band
is not to say that current operations are
uncertain or insecure. The Commission
concluded that it was better to maintain
the status quo than to differentiate the
status of one service vis-a-vis another in
the band.

6. Finally, in the NPRM in the
proceeding, the Commission did not
propose to provide an allocation for PLC
systems in this band, and thus the
Petition’s request that we do so on
reconsideration is beyond the scope of
this proceeding. Further, we will not
initiate a proceeding to provide such an
allocation, nor to provide technical and
service rules for PLC systems as the
Petition requests. We note that the
petitioner raised similar arguments in
comments filed in response to the
NPRM, suggesting that if PLC systems
used narrow-band channels, a portion of
the band could be made available for an
ARS allocation. The Commission
determined in the R&O that although
other techniques, could be used to
control the power grid, these
alternatives may not be as effective,
would be costly to implement, and
would be disruptive to the public. The
Commission is not persuaded that it
should revisit this issue at this time.

7. In conclusion, the petitioner
alternately reiterates arguments and
information already considered in the
R&O, and requests action beyond the
scope of this proceeding. Further, the
Commission concludes that, on balance,
our decision properly balances concerns
for PLC use supporting the protection
and control of the national power grid,
without unduly constraining amateur
use of the band. The Commission denies
the Petition for Reconsideration.

Ordering Clauses

8. Pursuant to the authority contained
in sections 4(i), 303(c), 303(f), 303(g),
and 303(r) of the Communications Act
of 1934, as amended, 47 U.S.C. 154(i),

303(c), 303(f), 303(g), and 303(r), the
Petition for Reconsideration filed by
petitioner is denied.

Federal Communications Commission.
Marlene H. Dortch,

Secretary.

[FR Doc. 04—9169 Filed 4-21-04; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 25
[MM Docket No. 93-25; FCC 03-78]

RIN 3060-AF39

Cable Television Consumer Protection
and Competition Act of 1992; Direct
Broadcast Satellite Public Interest
Obligations

AGENCY: Federal Communications
Commission.

ACTION: Final rule, denied.

SUMMARY: This document denies all
Petitions for Reconsideration filed in
this proceeding. This document has
been superceded by a Sua Sponte Order
on Reconsideration, FCC 04—44,
adopted March 3, 2004 and released
March 25, 2004. The new Order reflects
changes in rules regarding children’s
advertising limits and clarification of
rules regarding political broadcasting.

FOR FURTHER INFORMATION CONTACT:
Rosalee Chiara, Policy Division, Media
Bureau, (202) 418—-0754.

SUPPLEMENTARY INFORMATION: The full
text of this decision is available for
inspection and copying during normal
business hours in the FCC Reference
Information Center, Portals II, 445 12th
Street, SW., Room CY-A257,
Washington, DC 20554, and may be
purchased from the Commission’s copy
contractor, Qualex International, Portals
11, 445 12th Street, SW., Room CY-B402,
Washington, DC 20554, telephone (202)
863—2893, facsimile (202) 863—2898, or
via e-mail qualexint@aol.com or may be
viewed via Internet at http://
www.fcc.gov/mb/.

Federal Communications Commission.
Marlene H. Dortch,

Secretary.

[FR Doc. 04-9171 Filed 4-21-04; 8:45 am]
BILLING CODE 6712-01-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1801, 1803 through 1809,
1811, and 1812

RIN 2700-AC65

Re-Issuance of the NASA FAR
Supplement Subchapters A and B
Consistent With the Federal
Acquisition Regulations System
Guidance and Policy

AGENCY: National Aeronautics and
Space Administration.

ACTION: Final rule.

SUMMARY: This rule adopts as final
without change, the proposed rule
published in the Federal Register on
November 17, 2003 (68 FR 64847). This
final rule amends the NASA FAR
Supplement (NFS) by removing from
the Code of Federal Regulations (CFR)
those portions of the NFS containing
information that consists of internal
Agency administrative procedures and
guidance that does not control the
relationship between NASA and
contractors or prospective contractors.
This change is consistent with the
guidance and policy in FAR Part 1
regarding what comprises the Federal
Acquisition Regulations System and
requires publication for public
comment. The NFS document will
continue to contain both information
requiring codification in the CFR and
internal Agency guidance in a single
document that is available on the
Internet. This change will reduce the
administrative burden and time
associated with maintaining the NFS by
only publishing in the Federal Register
for codification in the CFR material that
is subject to public comment.
EFFECTIVE DATE: April 22, 2004.

FOR FURTHER INFORMATION CONTACT:
Celeste Dalton, NASA, Office of
Procurement, Contract Management
Division (Code HK); (202) 358-1645; e-
mail: Celeste.M.Dalton@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

Currently the NASA FAR Supplement
(NFS) contains information to
implement or supplement the FAR. This
information contains NASA’s policies,
procedures, contract clauses,
solicitation provisions, and forms that
govern the contracting process or
otherwise control the relationship
between NASA and contractors or
prospective contractors. The NFS also
contains information that consists of
internal Agency administrative
procedures and guidance that does not
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control the relationship between NASA
and contractors or prospective
contractors. Regardless of the nature of
the information, as a policy, NASA has
submitted to the Office of Information
and Regulatory Affairs (OIRA) within
the Office of Management and Budget
(OMB) and published in the Federal
Register all changes to the NFS. FAR
1.101 states in part that the “Federal
Acquisition Regulations System consists
of the Federal Acquisition Regulation
(FAR), which is the primary document,
and agency acquisition regulations that
implement or supplement the FAR. The
FAR System does not include internal
agency guidance of the type described
in 1.301(a)(2).” FAR 1.301(a)(2) states in
part “an agency head may issue or
authorize the issuance of internal
agency guidance at any organizational
level (e.g., designations and delegations
of authority, assignments of
responsibilities, work-flow procedures,
and internal reporting requirements).”
Further, FAR 1.303 states that issuances
under FAR 1.301(a)(2) need not be
published in the Federal Register.
Based on the foregoing, NASA is not
required to publish and codify internal
Agency guidance.

This rule modifies the existing
practice by only publishing those
regulations which may have a
significant effect beyond the internal
operating procedures of the Agency or
have a significant cost or administrative
impact on contractors or offerors.

The NFS will continue to integrate
into a single document both regulations
subject to public comments and internal
Agency guidance and procedures that
do not require public comment. Those
portions of the NFS that require public
comment will continue to be amended
by publishing changes in the Federal
Register. NFS regulations that require
public comment are issued as chapter
18 of title 48, CFR. Changes to portions
of the regulations contained in the CFR,
along with changes to internal guidance
and procedures, will be incorporated
into the NASA-maintained Internet
version of the NFS through Procurement
Notices (PNs). The single official NASA-
maintained version of the NFS will
remain available on the Internet. NASA
personnel must comply with all
regulatory and internal guidance and
procedures contained in the NFS.

This change will result in savings in
terms of the number of rules subject to
publication in the Federal Register and
provide greater responsiveness to
internal administrative changes. NASA
published a proposed rule in the
Federal Register on November 17, 2003
(68 FR 64847). Comments were received
from the Aerospace Industries

Association (AIA). AIA recommended
that section 1804.7102, Numbering
scheme for solicitations, be retained in
the CFR on the basis that it describes the
numbering prefixes that identify
NASA’s sites and is useful to
contractors. The numbering
methodology is an administrative
internal control procedure and does not
require inclusion in the FAR System
requiring public comment. This
information will be retained in the
integrated NFS document that will
contain both regulations subject to
public comments and internal Agency
guidance and procedures that do not
require public comment. The single
document will continue to be available
on the Internet. AIA also recommended
that section 1807.7205, Public
availability, be retained on the basis that
it describes the Internet site where the
public can get the annual NASA forecast
of procurement opportunities. The rule
proposed to revise section 1807.7200,
Policy, to include the Internet site
information contained in section
1807.7205. Retaining 1807.7205 would
result in redundant coverage and is not
necessary. No changes are made to the
proposed rule as a result of comments
received.

B. Regulatory Flexibility Act

NASA certifies that this final rule will
not have a significant economic impact
on a substantial number of small entities
with the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601. et seq.,
because this rule only remove from the
CFR information that is considered
internal Agency administrative
procedures and guidance. The
information removed from the CFR will
continue to be made available to the
public via the Internet.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the changes do not
impose recordkeeping or information
collection requirements which require
the approval of the Office of
Management and Budget under 44
U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 1801,
1803 through 1809, 1811, and 1812

Government Procurement.

Tom Luedtke,

Assistant Administrator for Procurement.

m Accordingly, 48 CFR Parts 1801, 1803
through 1809, 1811, and 1812 are
amended as follows:

m 1. The authority citation for 48 CFR
Parts 1801, 1803 through 1809, 1811,
and 1812 continues to read as follows:

Authority: 42 U.S.C. 2473(c)(1).

PART 1801—FEDERAL ACQUISITION
REGULATIONS SYSTEM

m 2. Revise section 1801.105—1 to read
as follows:

1801.105-1
arrangement.

(b)(i) The NFS is an integrated
document that contains both acquisition
regulations that require public comment
and internal Agency guidance and
procedures that do not require public
comment. NASA personnel must
comply with all regulatory and internal
guidance and procedures contained in
the NFS.

(ii) NFS regulations that require
public comment are issued as chapter
18 of title 48, CFR.

(iii) The single official NASA-
maintained version of the NFS is on the
Internet (http://www.hq.nasa.gov/office/
procurement/regs/nfstoc.htm).

m 3. Amend Part 1801 by removing
Subparts 1801.2, 1801.3, 1801.4, 1810.6,
and 1801.7.

PART 1803—IMPROPER BUSINESS
PRACTICES AND PERSONAL
CONFLICTS OF INTEREST

Publication and code

m 4. Amend Part 1803 by removing
sections 1803.101, 1803.101-1,
1803.101-2, 1803.104—4, and 1803.104—
7; and Subparts 1803.2, 1803.3, 1803.5,
1803.6, 1803.7, and 1803.8.

PART 1804—ADMINISTRATIVE
MATTERS

m 5. Amend Part 1804 by removing
section 1804.103, Subparts 1804.2,
1804.5, 1804.6, 1804.8, 1804.9, 1804.70,
1804.71, 1804.72, and 1804.73.

PART 1805—PUBLICIZING CONTRACT
ACTIONS

m 6. Amend Part 1805 by—

m (a) Removing Subparts 1805.1 and
1805.2;

m (b) In section 1805.303, removing
paragraphs (a)(i)(A), (a)i)(B), (a)(ii), and
(a)(iii);

m (c) Removing sections 1805.303-70
and 1805.303-71; and

m (d) Removing Subparts 1805.4 and
1805.5.

PART 1806—COMPETITION
REQUIREMENTS

m 7. Amend Part 1806 by—

m (a) In section 1806.202, removing
paragraph (b); and

m (b) Removing section 1806.202—70
and Subparts 1806.3 and 1806.5.

PART 1807—ACQUISITION PLANNING
m 8. Amend Part 1807 by—



Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Rules and Regulations

21763

m (a) Removing sections 1807.103,

1807.104, 1807.105, and 1807.170;

m (b) Revising section 1807.107—70;

m (c) Removing Subparts 1807.2, 1807.3,

1807.5, 1807.70, and 1807.71;

m (d) Revising section 1807.7200; and

m (e) Removing sections 1807.7202,

1807.7203, 1807.7204, and 1807.7205.
Revised sections 1807.107—70 and

1807.7200 read as follows:

1807.107-70 Orders against Federal
Supply Schedule contracts or other
indefinite-delivery contracts awarded by
another agency.

The FAR and NFS requirements for
justification, review, and approval of
bundling of contract requirements also
apply to an order from a Federal Supply
Schedule contract or other indefinite-
delivery contract awarded by another
agency if the requirements consolidated
under the order meet the definition of
“bundling” at FAR 2.101.

1807.7200 Policy.

(a) As required by the Business
Opportunity Development Reform Act
of 1988, it is NASA policy to—

(1) Prepare an annual forecast and
semiannual update of expected contract
opportunities or classes of contract
opportunities for each fiscal year;

(2) Include in the forecast contract
opportunities that small business
concerns, including those owned and
controlled by socially and economically
disadvantaged individuals, may be
capable of performing; and

(3) Make available such forecasts to
the public.

(b) The annual forecast and
semiannual update are available on the
NASA Acquisition Internet Service
(http://www.hq.nasa.gov/office/
procurement/).

PART 1808—REQUIRED SOURCES OF
SUPPLIES AND SERVICES

m 9. Amend Part 1808 by removing
sections 1808.003, 1808.003-70,
1808.003-71, 1808.003-72, 1808.003—
73, Subparts 1808.1, 1808.4, 1808.6,
1808.7, section 1808.802, and Subpart
1808.11.

PART 1809—CONTRACTOR
QUALIFICATIONS

m 10. Amend Part 1809 by removing
sections 1809.106, 1809.106-1,
1809.106-2, 1809.106-3, 1809.106-70,
1809.200, 1809.202, 1809.203,
1809.203-70, 1809.203-71, paragraphs
(b)) and (b)(ii) in section 1809.206—1,
1809.404, 1809.405, 1809.405-1,
1809.405-2, 1809.406, 1809.406-3,
1809.407, 1809.407-3, 1809.408,
1809.470, 1809.470-1, 1809.470-2,

1809.470-3, 1809.500, 1809.503, and
1809.506.

PART 1811—DESCRIBING AGENCY
NEEDS

m 11. Amend Part 1811 by removing
section 1811.002, Subpart 1811.1,
sections 1811.403, 1811.403-70,
1811.404, and Subparts 1811.5 and
1811.6.

PART 1812—ACQUISITION OF
COMMERCIAL ITEMS

m 12. Amend Part 1812 by removing
Subpart 1812.1, section 1812.302 and
Subpart 1812.4.

[FR Doc. 04—9014 Filed 4-21-04; 8:45 am]
BILLING CODE 7510-01-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1813, 1814, 1815, 1816,
and 1817

RIN 2700-AC83
Re-Issuance of NASA FAR Supplement
Parts 1813 Through 1817

AGENCY: National Aeronautics and
Space Administration.

ACTION: Final rule.

SUMMARY: This rule adopts as final
without change, the proposed rule
published in the Federal Register on
December 22, 2003 (68 FR 71055). This
final rule amends the NASA FAR
Supplement (NFS) by removing from
the Code of Federal Regulations (CFR)
those portions of the NFS containing
information that consists of internal
Agency administrative procedures and
guidance that does not control the
relationship between NASA and
contractors or prospective contractors.
This change is consistent with the
guidance and policy in FAR Part 1
regarding what comprises the Federal
Acquisition Regulations System and
requires publication for public
comment. The NFS document will
continue to contain both information
requiring codification in the CFR and
internal Agency guidance in a single
document that is available on the
Internet. This change will reduce the
administrative burden and time
associated with maintaining the NFS by
only publishing in the Federal Register
for codification in the CFR material that
is subject to public comment.

DATES: Effective Date: April 22, 2004.
FOR FURTHER INFORMATION CONTACT:
Celeste Dalton, NASA, Office of
Procurement, Contract Management

Division (Code HK); (202) 358—1645; e-
mail: Celeste.M.Dalton@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

Currently the NASA FAR Supplement
(NFS) contains information to
implement or supplement the FAR. This
information contains NASA’s policies,
procedures, contract clauses,
solicitation provisions, and forms that
govern the contracting process or
otherwise control the relationship
between NASA and contractors or
prospective contractors. The NFS also
contains information that consists of
internal Agency administrative
procedures and guidance that does not
control the relationship between NASA
and contractors or prospective
contractors. Regardless of the nature of
the information, as a policy, NASA has
submitted to the Office of Information
and Regulatory Affairs (OIRA) within
the Office of Management and Budget
(OMB) and published in the Federal
Register all changes to the NFS. FAR
1.101 states in part that the “Federal
Acquisition Regulations System consists
of the Federal Acquisition Regulation
(FAR), which is the primary document,
and agency acquisition regulations that
implement or supplement the FAR. The
FAR System does not include internal
agency guidance of the type described
in 1.301(a)(2).” FAR 1.301(a)(2) states in
part “an agency head may issue or
authorize the issuance of internal
agency guidance at any organizational
level (e.g., designations and delegations
of authority, assignments of
responsibilities, work-flow procedures,
and internal reporting requirements).”
Further, FAR 1.303 states that issuances
under FAR 1.301(a)(2) need not be
published in the Federal Register.
Based on the foregoing, NASA is not
required to publish and codify internal
Agency guidance.

This final rule will modify the
existing practice by only publishing
those regulations which may have a
significant effect beyond the internal
operating procedures of the Agency or
have a significant cost or administrative
impact on contractors or offerors.

The NFS will continue to integrate
into a single document both regulations
subject to public comments and internal
Agency guidance and procedures that
do not require public comment. Those
portions of the NFS that require public
comment will continue to be amended
by publishing changes in the Federal
Register. NFS regulations that require
public comment are issued as chapter
18 of title 48, CFR. Changes to portions
of the regulations contained in the CFR,
along with changes to internal guidance
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and procedures, will be incorporated
into the NASA-maintained Internet
version of the NFS through Procurement
Notices (PNs). The single official NASA-
maintained version of the NFS will
remain available on the Internet. NASA
personnel must comply with all
regulatory and internal guidance and
procedures contained in the NFS.

This change will result in savings in
terms of the number of rules subject to
publication in the Federal Register and
provide greater responsiveness to
internal administrative changes. NASA
published a proposed rule in the
Federal Register on December 22, 2003
(68 FR 71055). No comments were
received in response to the proposed
rule. Therefore, the proposed rule is
being converted to a final rule without
change.

B. Regulatory Flexibility Act

NASA certifies that this final rule
does not have a significant economic
impact on a substantial number of small
entities with the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601.
et seq., because this rule would only
remove from the CFR information that is
considered internal Agency
administrative procedures and
guidance. The information removed
from the CFR will continue to be made
available to the public via the Internet.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the changes do not
impose recordkeeping or information
collection requirements which require
the approval of the Office of
Management and Budget under 44
U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 1813,
1814, 1815, 1816, and 1817

Government Procurement.

Tom Luedtke,
Assistant Administrator for Procurement.

m Accordingly, 48 CFR parts 1813
through 1817 are amended as follows:

m 1. The authority citation for 48 CFR
parts 1813, 1814, 1815, 1816 and 1817,
continues to read as follows:

Authority: 42 U.S.C. 2473(c)(1).

PART 1813—SIMPLIFIED ACQUISITION
PROCEDURES

m 2. Amend Part 1813 by removing
Subpart 1813.1 and sections 1813.301,
1813.301-70, 1813.301-71, 1813.301—
72,1813.701-73, 1813.302, 1813.302-1,
1813.302-70, 1813.303, 1813.303-3, and
1813.307.

PART 1814—SEALED BIDDING

m 3. Amend Part 1814 by removing
sections 1814.201, 1814.201-5, and
Subpart 1814.4.

PART 1815—CONTRACTING BY
NEGOTIATION

m 4. Amend Part 1815 by—

m (a) Removing sections 1815.201,
1815.203, 1815.203-70, 1815.203-71,
1815.204, 1815.204—2, 1815.204—5,
1815.204-70;

m (b) In the first sentence of paragraph
(b) of section 1815.208 removing “(see
1872.705—1 paragraph VII)”;

m (c) Removing sections 1815.300,
1815.300-70, 1815.303, 1815.304,
1815.304-70, 1815.305, 1815.305-71,
1815.306(d)(3)(A) and (B), 1815.307,
1815.308, 1815.370, 1815.403-1,
1815.403-3, 1815.403—4, 1815.404,
1815.404-2, 1815.404—4, 1815.404—470,
1815.404—471-1, 1815.404—-471-2,
1815.404—-471-3, 1815.404—471-4,
1815.404—-471-5, 1815.404—-471-6,
1815.406, 1815.406—-1, 1815.406—-170,
1815.406-171, 1815.406-172, 1815.406—
3;

m (d) Removing “in 1816.603” in the last
sentence of section 1815.504; Removing
sections 1815.506, 1815.506—70;

m (e) In section 1815.604, redesignating
paragraph (a) as (a)(6); and

m (f) Removing section 1815.606(b), and
1815.7002.

PART 1816—TYPES OF CONTRACTS

m 5. Amend Part 1816 by—

m (a) Removing Subpart 1816.1, sections
1816.203, 1816.203—4, 1816.306,
1816.307(b) and (d), 1816.504, 1816.505,
1816.505-70, and Subpart 1816.6;

m (b) In section 1816.307, redesignating
paragraphs (a) and (g) as (a)(1) and (g)(1)
respectively;

m (c) In section 1816.402, deleting the
period at the end of the introductory
sentence and adding a colon in its place;
and

m (d) In paragraph (e) of section
1816.402-270, deleting the period at the
end of the introductory sentence and
adding a colon in its place.

PART 1817—SPECIAL CONTRACTING
METHODS

m 6. Amend Part 1817 by removing
Subpart 1817.1, section 1817.203,
paragraph (e)(ii) in section 1817.204,
sections 1817.206, 1817.207, Subparts
1817.4, 1817.5, 1817.70, 1817.72,
sections 1817.7301, 1817.7301-1, 1817—
7301-2, 1817.7301-3, 1817.7301-
4,1817.7301-5; and in section
1817.7302 removing “described in

1817.7301-5" in the first sentence of
paragraphs (a) and (b).

[FR Doc. 04-9011 Filed 4-21-04; 8:45 am]
BILLING CODE 7510-01-P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1819, 1822, 1823, 1824,
and 1825

RIN 2700-AC84

Re-Issuance of NASA FAR Supplement
Subchapter D

AGENCY: National Aeronautics and
Space Administration.

ACTION: Final rule.

SUMMARY: This rule adopts as final
without change, the proposed rule
published in the Federal Register on
December 22, 2003 (68 FR 71056). This
final rule amends the NASA FAR
Supplement (NFS) by removing from
the Code of Federal Regulations (CFR)
those portions of the NFS containing
information that consists of internal
Agency administrative procedures and
guidance that does not control the
relationship between NASA and
contractors or prospective contractors.
This change is consistent with the
guidance and policy in FAR Part 1
regarding what comprises the Federal
Acquisition Regulations System and
requires publication for public
comment. The NFS document will
continue to contain both information
requiring codification in the CFR and
internal Agency guidance in a single
document that is available on the
Internet. This change will reduce the
administrative burden and time
associated with maintaining the NFS by
only publishing in the Federal Register
for codification in the CFR material that
is subject to public comment.

DATES: Effective Date: April 22, 2004.
FOR FURTHER INFORMATION CONTACT:
Celeste Dalton, NASA, Office of
Procurement, Contract Management
Division (Code HK); (202) 358-1645; e-
mail: Celeste.M.Dalton@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

Currently the NASA FAR Supplement
(NFS) contains information to
implement or supplement the FAR. This
information contains NASA’s policies,
procedures, contract clauses,
solicitation provisions, and forms that
govern the contracting process or
otherwise control the relationship
between NASA and contractors or
prospective contractors. The NFS also
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contains information that consists of
internal Agency administrative
procedures and guidance that does not
control the relationship between NASA
and contractors or prospective
contractors. Regardless of the nature of
the information, as a policy, NASA has
submitted to the Office of Information
and Regulatory Affairs (OIRA) within
the Office of Management and Budget
(OMB) and published in the Federal
Register all changes to the NFS. FAR
1.101 states in part that the “Federal
Acquisition Regulations System consists
of the Federal Acquisition Regulation
(FAR), which is the primary document,
and agency acquisition regulations that
implement or supplement the FAR. The
FAR System does not include internal
agency guidance of the type described
in 1.301(a)(2).” FAR 1.301(a)(2) states in
part “an agency head may issue or
authorize the issuance of internal
agency guidance at any organizational
level (e.g., designations and delegations
of authority, assignments of
responsibilities, work-flow procedures,
and internal reporting requirements).”
Further, FAR 1.303 states that issuances
under FAR 1.301(a)(2) need not be
published in the Federal Register.
Based on the foregoing, NASA is not
required to publish and codify internal
Agency guidance.

This final rule will modify the
existing practice by only publishing
those regulations which may have a
significant effect beyond the internal
operating procedures of the Agency or
have a significant cost or administrative
impact on contractors or offerors.

The NFS will continue to integrate
into a single document both regulations
subject to public comments and internal
Agency guidance and procedures that
do not require public comment. Those
portions of the NFS that require public
comment will continue to be amended
by publishing changes in the Federal
Register. NFS regulations that require
public comment are issued as chapter
18 of title 48, CFR. Changes to portions
of the regulations contained in the CFR,
along with changes to internal guidance
and procedures, will be incorporated
into the NASA-maintained Internet
version of the NFS through Procurement
Notices (PNs). The single official NASA-
maintained version of the NFS will
remain available on the Internet. NASA
personnel must comply with all
regulatory and internal guidance and
procedures contained in the NFS.

This change will result in savings in
terms of the number of rules subject to
publication in the Federal Register and
provide greater responsiveness to
internal administrative changes. NASA
published a proposed rule in the
Federal Register on December 22, 2003
(68 FR 71055). No comments were
received in response to the proposed
rule. Therefore, the proposed rule is
being converted to a final rule without
change.

B. Regulatory Flexibility Act

NASA certifies that this final rule
does not have a significant economic
impact on a substantial number of small
entities with the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601.
et seq., because this rule would only
remove from the CFR information that is
considered internal Agency
administrative procedures and
guidance. The information removed
from the CFR will continue to be made
available to the public via the Internet.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the changes do not
impose recordkeeping or information
collection requirements which require
the approval of the Office of
Management and Budget under 44
U.S.C. 3501, et seq.

List of Subjects in 48 CFR Parts 1819,
1822, 1823, 1824, and 1825

Government procurement.

Tom Luedtke,
Assistant Administrator for Procurement.

m Accordingly, 48 CFR Parts 1819, 1822,
1823, 1824, and 1825 are amended as
follows:

m 1. The authority citation for 48 CFR
Parts 1819, 1822, 1823, 1824, and 1825,
continues to read as follows:

Authority: 42 U.S.C. 2473(c)(1).

PART 1819—SMALL BUSINESS
PROGRAMS

m 2. Amend Part 1819 by removing
paragraphs (c), (d), and (f) in section
1819.201, Subparts 1819.5, 1819.6,
sections 1819.705-2, 1819.705—4,
1819.705—470, Subpart 1819.8, sections
1819.7000, and 1819.7002.

PART 1822—APPLICATION OF LABOR
LAWS TO GOVERNMENT
ACQUISITIONS

m 3. Amend Part 1822 by—

m (a) Removing sections 1822.000-70,
1822.101, 1822.101-1, 1822.101-3,
1822.101-4, 1822.101-70, 1822.103,
1822.103-4, Subpal‘ts 1822.3, 1822.4,
1822.6, 1822.8, 1822.10, 1822.13,
1822.14, and 1822.15; and

m (b) Revising section 1822.103-5 to
read as follows:

1822.103-5 Contract clause.

Insert the clause at 52.222—1, Notice
to the Government of Labor Disputes, in
all solicitations and contracts that

exceed the simplified acquisition
threshold.

PART 1823—ENVIRONMENT, ENERGY
AND WATER EFFICIENCY,
RENEWABLE ENERGY
TECHNOLOGIES, OCCUPATIONAL
SAFETY, AND DRUG-FREE
WORKPLACE

m 4. Amend Part 1823 by—

m (a) Removing sections 1823.203,
1823.270, and Subparts 1823.3 and
1823.4;

m (b) Removing subsection number and
heading “1823.570—1 Scope” and
transferring the text to section 1823.570
and by removing “Section 1823.570 to
1823.570—4 set” from the beginning of
the text and adding in its place “This
section sets”;

m (c) Redesignating subsections
1823.570-2 through 1823.570—4 as
1823.570-1 through 1823.570-3
respectively;

m (d) In the first paragraph of the
redesignated subsection 1823.570-1,
remove “1823.570-4" and add
“1823.570-3” in its place; and

m (e) Removing subpart 1823.7 and
section 1823.7102.

PART 1824—PROTECTION OF
PRIVACY AND FREEDOM OF
INFORMATION

m 5. Amend Part 1824 by removing
Subpart 1824.2.

PART 1825—FOREIGN ACQUISITION

m 6. Amend Part 1825 by—

m (a) In section 1825.103, removing
paragraph (a)(i) and redesignating
paragraphs (a)(ii) and (a)(iii) as (a)(i) and
(a)(ii) respectively; and

m (b) Removing section 1825.903, and
Subparts 1825.10 and 1825.70.

[FR Doc. 04—9012 Filed 4—21-04; 8:45 am]
BILLING CODE 7510-01-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003—-NM—-236—-AD]

RIN 2120-AA64

Airworthiness Directives; Short

Brothers Model SD3-60 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to all
Short Brothers Model SD3-60 series
airplanes. This proposal would require
inspection of the welded joints of the
balance weight brackets for the left and
right elevator trim tabs for cracking;
repetitive inspections, as applicable;
and corrective actions including the
eventual replacement of all brackets,
which would constitute terminating
action for the repetitive inspections.
This action is necessary to prevent the
loss of the balance weight for the
elevator trim tab, which could result in
incorrect trim during takeoff and
landing, and reduced controllability of
the airplane. This action is intended to
address the identified unsafe condition.
DATES: Comments must be received by
May 24, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2003—NM-—
236-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent

via fax or the Internet must contain
“Docket No. 2003—-NM-236—-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Short Brothers, Airworthiness &
Engineering Quality, P.O. Box 241,
Airport Road, Belfast BT3 9DZ,
Northern Ireland. This information may
be examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
Todd Thompson, Aerospace Engineer,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-1175;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

¢ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this

proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2003—NM-236—AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-236—-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

The Civil Aviation Authority (CAA),
which is the airworthiness authority for
the United Kingdom, notified the FAA
that an unsafe condition may exist on
all Short Brothers Model SD3-60 series
airplanes. The CAA advises that, on one
affected airplane, the balance weight
assembly for an elevator trim tab
detached during landing. Subsequent
investigation showed that the failure
was caused by fatigue cracking
emanating from the weld of the balance
weight bracket. This condition, if not
corrected, could result in the loss of the
balance weight for the elevator trim tab,
which could cause incorrect trim during
takeoff and landing, and reduced
controllability of the airplane.

Explanation of Relevant Service
Information

Shorts has issued Short Brothers
Service Bulletin SD360-55—20, dated
June 26, 2003, which describes
procedures for performing a dye
penetrant inspection for cracking in the
welded joints of the balance weight
brackets for the left and right elevator
trim tabs. Depending on the results of
the dye penetrant inspection, the total
number of flight hours accumulated on
the airplane and/or the brackets, and the
length of any crack, the service bulletin
describes procedures for further
investigative and corrective actions.
These investigative and corrective
actions include refitting the balance
weights, performing repetitive
inspections, repairing the bracket
(including a further dye penetrant
inspection), and/or replacing the bracket
with a new or serviceable bracket, as
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applicable. The service bulletin gives
compliance times for eventual
replacement of all brackets when they
reach their life limits. This service
bulletin permits further flight with
brackets having a cracked welded joint,
within certain limits.

Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition. The CAA
classified this service bulletin as
mandatory and issued British
airworthiness directive 009-06—2003 to
ensure the continued airworthiness of
these airplanes in the United Kingdom.

FAA’s Conclusions

This airplane model is manufactured
in the United Kingdom and is type
certificated for operation in the United
States under the provisions of § 21.29 of
the Federal Aviation Regulations (14
CFR 21.29) and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
the CAA has kept the FAA informed of
the situation described above. The FAA
has examined the findings of the CAA,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletin described
previously, except as discussed below.

Differences Between the Proposed AD
and the Service Bulletin

Unlike the procedures described in
Short Brothers Service Bulletin SD360—
55-20, dated June 26, 2003, this
proposed AD would not permit further
flight if cracks of any length are detected
in the welded joints of the balance
weight brackets. We have determined
that, because of the safety implications
and consequences associated with such
cracking, any bracket with a cracked
welded joint must be repaired or
replaced before further flight.

The service bulletin specifies that
operators may contact the manufacturer
for disposition of certain conditions
when refitting balance weights; in those
conditions; however, this proposed AD
would require operators to obtain
further disposition instructions from the
FAA or the CAA (or its delegated agent).

Cost Impact

The FAA estimates that 42 airplanes
of U.S. registry would be affected by this
proposed AD, that it would take
approximately 12 work hours per
airplane to accomplish the proposed
inspections, and that the average labor
rate is $65 per work hour. Based on
these figures, the cost impact of this
proposed action on U.S. operators is
estimated to be $32,760, or $780 per
airplane, per inspection cycle.

It would take approximately 8 hours
per airplane to accomplish the proposed
replacement of the brackets. Required
parts would cost approximately $632
per airplane. Based on these figures, the
cost impact of this proposed action on
U.S. operators is estimated to be
$48,384, or $1,152 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Short Brothers PLC: Docket 2003—-NM-236—
AD.

Applicability: All Model SD3-60 series
airplanes, certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent the loss of the balance weight
for the elevator trim tab, which could result
in incorrect trim during takeoff and landing,
and reduced controllability of the airplane,
accomplish the following:

Service Bulletin Reference

(a) The term “service bulletin,” as used in
this AD, means the Accomplishment
Instructions of Short Brothers Service
Bulletin SD360-55-20, dated June 26, 2003.

Initial Inspection

(b) Within 2 months after the effective date
of this AD: Do a dye penetrant inspection for
cracking in the welded joints of the balance
weight brackets for the left and right elevator
trim tabs, in accordance with the service
bulletin.

Investigative and Corrective Actions if No
Cracking Is Found

(c) If no cracking is found during the
inspection required by paragraph (b) of this
AD, do the actions required by paragraphs
(c)(1) and (c)(2) of this AD at the applicable
compliance times.

(1) Repeat the inspection required by
paragraph (b) of this AD at intervals not to
exceed 4,800 flight hours until the bracket is
replaced per paragraph (c)(2) or (d) of this
AD.

(2) Prior to the accumulation of 28,800
total flight hours, or within 6 months after
the effective date of this AD, whichever
occurs later: Replace any bracket that has not
been replaced per paragraph (d) of this AD
with a new bracket or with a serviceable
bracket that has been inspected in
accordance with paragraph (b) of this AD.
Replace in accordance with the service
bulletin. Replacement of the brackets
constitutes terminating action for the
repetitive inspections required by paragraph
(c)(1) of this AD.
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Corrective Actions if Any Crack Is Found

(d) If any crack is found during any
inspection required by paragraph (b) or (c) of
this AD: Before further flight, accomplish the
applicable action in paragraph (d)(1) or (d)(2)
of this AD in accordance with the service
bulletin.

(1) For airplanes that have accumulated
less than 28,800 flight hours and on which
all cracks on brackets are less than 0.25 inch
in length: Repair the affected bracket in
accordance with Part B of the service bulletin
(including the additional dye penetrant
inspection of the repaired welded joint) and
repeat the inspection required by paragraph
(b) of this AD at intervals not to exceed 4,800
flight hours; or replace the bracket in
accordance with paragraph (d)(2) of this AD.
Replacement of the bracket constitutes
terminating action for the repetitive
inspections.

(2) For any airplane on which any crack on
a bracket is 0.25 inch in length or greater, and
for any airplane that has accumulated 28,800
flight hours or more on which any crack of
any length is found on a bracket: Replace the
affected bracket with a new bracket or with
a serviceable bracket that has been inspected
in accordance with paragraph (b) of this AD.
Replacement of the bracket constitutes
terminating action for the repetitive
inspections required by paragraph (d)(1) of
this AD.

Refitting

(e) Before further flight following any
inspection per paragraphs (b) or (c) of this
AD; or before further flight following repair
or replacement of a bracket per paragraphs
(c)(2) or (d) of this AD: Refit the balance
weights, covers, and trim tabs, in accordance
with the service bulletin. Where the service
bulletin specifies to contact the manufacturer
for disposition of certain conditions while
refitting, obtain further disposition
instructions from the Manager, International
Branch, ANM-116, FAA, Transport Airplane
Directorate; or the Civil Aviation Authority
(CAA) (or its delegated agent).

Parts Installation

(f) As of the effective date of this AD, no
person may install on any airplane a balance
weight bracket unless the welded joint has
been inspected in accordance with paragraph
(b) of this AD.

Alternative Methods of Compliance

(g) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116, is
authorized to approve alternative methods of
compliance for this AD.

Note 1: The subject of this AD is addressed
in British airworthiness directive 009-06—
2003.

Issued in Renton, Washington, on April 15,
2004.

Michael J. Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—9110 Filed 4—21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2004-CE-04-AD]

RIN 2120-AA64

Airworthiness Directives; Raytheon

Aircraft Company 65, 90, 99, 100, 200,
300, and 1900 Series Airplanes

AGENCY: Federal Aviation

Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
certain Raytheon Aircraft Company
(Raytheon) 65, 90, 99, 100, 200, 300, and
1900 series airplanes. This proposed AD
would require you to repetitively
inspect the engine controls/cross shaft/
pedestal for proper installation and
torque, re-torque the cross shaft attach
bolt, and modify the pedestal and
replace the engine controls cross shaft
hardware. Modification of the pedestal
and replacement of the engine controls
cross shaft hardware is terminating
action for the repetitive inspection
requirements. This proposed AD is the
result of numerous reports of loose bolts
on the pedestal attachment of the
throttle/prop cross shaft assembly. We
are issuing this proposed AD to detect
and correct loose bolts not securing the
pedestal cross shaft, which could result
in limited effectiveness of the control
levers. This failure could lead to an
aborted takoff.

DATES: We must receive any comments
on this proposed AD by June 22, 2004.
ADDRESSES: Use one of the following to
submit comments on this proposed AD:

e By mail: FAA, Central Region,
Office of the Regional Counsel,
Attention: Rules Docket No. 2004—-CE—
04—AD, 901 Locust, Room 506, Kansas
City, Missouri 64106.

e By fax:(816) 329-3771.

e By e-mail: 9-ACE-7-
Docket@faa.gov. Comments sent
electronically must contain “Docket No.
2004—CE-04—-AD” in the subject line. If
you send comments electronically as
attached electronic files, the files must
be formatted in Microsoft Word 97 for
Windows or ASCIL.

You may get the service information
identified in this proposed AD from
Raytheon Aircraft Company, 9709 E.
Central, Wichita, Kansas 67201-0085;
telephone: (800) 429-5372 or (316) 676—
3140.

You may view the AD docket at FAA,
Central Region, Office of the Regional

Counsel, Attention: Rules Docket No.
2004-CE—-04—-AD, 901 Locust, Room
506, Kansas City, Missouri 64106. Office
hours are 8 a.m. to 4 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: ]eff
Pretz, Aerospace Engineer, Wichita
Aircraft Certification Office, FAA, 1801
Airport Road, Mid-Continent Airport,
Wichita, Kansas 67209; telephone: (316)
946-4153; facsimile: (316) 946—4407.

SUPPLEMENTARY INFORMATION:
Comments Invited

How do I comment on this proposed
ADr?

We invite you to submit any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include “AD Docket No.
2004-CE-04—AD” in the subject line of
your comments. If you want us to
acknowledge receipt of your mailed
comments, send us a self-addressed,
stamped postcard with the docket
number written on it. We will date-
stamp your postcard and mail it back to
you.

Are there any specific portions of this
proposed AD I should pay attention to?

We specifically invite comments on
the overall regulatory, economic,
environmental, and energy aspects of
this proposed AD. If you contact us
through a nonwritten communication
and that contact relates to a substantive
part of this proposed AD, we will
summarize the contact and place the
summary in the docket. We will
consider all comments received by the
closing date and may amend this
proposed AD in light of those comments
and contacts.

Discussion

What events have caused this proposed
AD?

The FAA has received numerous
reports of loose bolts not securing the
pedestal cross shaft on Raytheon Models
B300, C90A, and 1900 series airplanes.
Investigation revealed that the bolt
securing the pedestal cross shaft can
loosen in time and fall out. When the
bolt backs out, the cross shaft will flex
with throttle or propeller control
application. This flexing of the cross
shaft limits the effectiveness of the
control levers and the operation of the
landing gear warning, prop reverse not
ready, autofeather, and ground idle
micro switches (on models with
switches at this location).
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What is the potential impact if FAA took
no action?

This failure could limit the
effectiveness of the engine control levers
and result in an aborted takeoff due to
failure to make takeoff power.

Is there service information that applies
to this subject?

Raytheon has issued Service Bulletin
No. SB 73-3634, dated September 2003.

What are the provisions of this service
information?

The service bulletin includes
procedures for:

—Performing a recurring inspection of
the engine controls/cross shaft/pedestal;

—Re-torquing of the cross shaft attach
bolt;

—Modifying the pedestal; and

—Replacing the engine controls cross
shaft hardware.

FAA’s Determination and Requirements
of this Proposed AD

What has FAA decided?

We have evaluated all pertinent
information and identified an unsafe
condition that is likely to exist or
develop on other products of this same
type design. Therefore, we are
proposing AD action.

What would this proposed AD require?

This proposed AD would require you
to incorporate the actions in the
previously-referenced service bulletin.

How does the revision to 14 CFR part 39
affect this proposed AD?

On July 10, 2002, we published a new
version of 14 CFR part 39 (67 FR 47997,
July 22, 2002), which governs FAA’s AD
system. This regulation now includes
material that relates to altered products,

special flight permits, and alternative
methods of compliance. This material
previously was included in each
individual AD. Since this material is
included in 14 CFR part 39, we will not
include it in future AD actions.

Costs of Compliance

How many airplanes would this
proposed AD impact?

We estimate that this proposed AD
affects 5,025 airplanes in the U.S.
registry.

What would be the cost impact of this
proposed AD on owners/operators of the
affected airplanes?

We estimate the following costs to
accomplish this proposed inspection
and re-torque of the cross attach bolt:

Labor cost

Parts cost

Total cost per
airplane

Total cost on U.S. operators

1 workhour X $65 per hour = $65

Not Applicable

$65

$65 X 5,025 = $326,625

We estimate the following costs to do
the proposed modification of the

pedestal and replacement of the engine
controls cross shaft hardware:

Total cost per
Labor cost Parts cost airplane Total cost on U.S. operators
2 workhours X $65 per hour = $130 ......cccocevviiiecieennns $10 $140 | $140 X 5,025 = $703,500

Regulatory Findings

Would this proposed AD impact various
entities?

We have determined that this
proposed AD would not have federalism
implications under Executive Order
13132. This proposed AD would not
have a substantial direct effect on the
States, on the relationship between the
national Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government.

Would this proposed AD involve a
significant rule or regulatory action?

For the reasons discussed above, I
certify that this proposed AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,

on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a summary of the costs
to comply with this proposed AD and
placed it in the AD Docket. You may get
a copy of this summary by sending a
request to us at the address listed under
ADDRESSES. Include “AD Docket No.
2004-CE-04—-AD” in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the Federal Aviation Administration
proposes to amend 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

Raytheon Aircraft Company: Docket No.
2004-CE-04-AD.

When Is the Last Date I Can Submit
Comments on This Proposed AD?

(a) We must receive comments on this
proposed airworthiness directive (AD) by
June 22, 2004.

What Other ADs Are Affected by This
Action?
(b) None.

What Airplanes Are Affected by This AD?

(c) This AD affects the following airplane
models and serial numbers that are
certificated in any category:

Model

Serial Numbers

(1) 65-A90, B0, C90, and C90A
(2) E90

LJ-76, LJ—114 through LJ—1691.
LW-1 through LW-347.
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Model Serial Numbers
(3) FOO et LA-2 through LA-236.
(4) 99, 99A, A99A, B9 and €99 ......coiiiiiiiiiieeieeree e U-1 through U-239.
(5) 100 and A100 B-1 through B-94, B-100 through B—204, and B—206 through B-247.
(6) B100 ..veeeereennen. BE-1 through BE—137.
(7) 200 and B200 BB—2, BB—6 through BB-185, BB-187 through BB-202, BB-204

(8) 200C and B200C

9) 200CT and B200CT
10) 200T and B200T
1

1) 300 and 300LW ..

13) B300C

18) 65-A90—2 (RU—21B)
19) 65-A90-3 (U-21 Series) .
20) 65-A90—4 (U—21 Series) .
21) H90 (T-44A)
22) A100-1 (U-21J)
23) A100 (U-21F)
24) A200 (C-12A and C—-12C)
25) A200C (UC—12B)
26) A200CT (C—12D, FWC—12D, C—12F)

(
(
(
(
(
(
E
(17) 85-A90—1 (U-21A or U-21G)
(
(
(
(
(
(
(
(
(

27) A200CT (RC-12D, RC—12H)
28) A200CT (RC-12G)

29) A200CT (RC-12K, RC—12P and RC—12Q)
30) B200C (C—12F)

o~~~ o~

31) B200C (C—12R)
32) B200C (UC—12M) ..o
33) B200C (UC-12F) ...
34) 1900C (C—12J)

o~~~ —~

through BB—269, BB-271 through BB—407, BB-409 through BB-
468, BB-470 through BB-488, BB-490 through BB-509, BB-511
through BB-529, BB-531 through BB-550, BB-552 through BB-
562, BB-564 through BB-572, BB-574 through BB-590, BB-592
through BB-608, BB-610 through BB-626, BB—-628 through BB-
646, BB-648 through BB-664, BB-666 through BB-694, BB-696
through BB-797, BB-799 through BB-822, BB-824 through BB-
870, BB-872 through BB-894, BB-896 through BB-990, BB-992
through BB-1051, BB—1053 through BB-1092, BB-1094, BB-1095,
BB-1099 through BB-1104, BB—1106 through BB-1116, BB—-1118
through BB-1184, BB-1186 through BB-1263, BB-1265 through
BB-1288, BB-1290 through BB-1300, BB-1302 through BB-1313,
BB-1315 through BB-1384, BB-1389 through BB-1425, BB-1427
through BB-1447, BB-1449, BB-1450, BB—1452, BB-1453, BB-
1455, BB-1456, BB—1458 through BB—1683, BB—1685 through BB—
1716, BB-1718 through BB-1720, BB-1722, BB-1723, BB-1725,
BB-1726, BB—1728 through BB-1826.

BL-1 through BL-23, BL-25 through BL-57, BL-61 through BL-72,
and BL-124 through BL-147.

BN-1 through BN—4.

BT-1 through BT-38, and BB-1314.

FA—1 through FA-230; and FF—1 through FF-19.

FL—1 through FL-379.

FM—1 through FM-10; and FN-1.

UA-3.

UB-1 through UB-74 and UC-1 through UC-174.

UE-1 through UE-439.

LM-1 through LM-141.

LS—1 through LS-3.

LT-1 and LT-2.

LU-1 through LU-16.

LL—1 through LL-61.

BB-3 through BB-5.

B-95 through B-99.

BC-1 through BC-75 and BD-1 through BD-30.

BJ-1 through BJ-66.

BP-1, BP-7 through BP-11, BP—19, BP-22, and BP-24 through BP-
63.

GR-1 through GR-12, and GR-14 through GR-19.

FC—1 through FC-3.

FE-1 through FE-9, and FE-25 through FE-36.

BL-73 through BL-112, and BL-118 through BL-123; BP-64 through
BP-71.

BW-1 through BW-29.

BV-1 through BV-10.

BU-1 through BU-10.

UD-1 through UD-6.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of numerous

reports of loose bolts on the pedestal

attachment of the throttle/prop cross shaft aborted takoff.

assembly. The actions specified in this AD
are intended to detect and correct loose bolts
not securing the pedestal cross shaft, which
could result in limited effectiveness of the
control levers. This failure could lead to an

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following:

Actions

Compliance

Procedures

(1) Inspection and torque: (i) inspect the engine
controls/cross shaft/pedestal for proper instal-
lation and torque; and (ii) re-torque the cross
attach bolt.

is done.

Initially inspect within the next 50 hours time-
in-service (TIS), unless already done within
the last 50 hours TIS, and thereafter at in-
tervals not to exceed 100 hours until the
modification in paragraph (e)(3) of this AD

Follow Part I, Accomplishment Instructions of
Raytheon Aircraft Company Mandatory
Service Bulletin No. SB 73-3634, dated
September 2003. The applicable airplane
maintenance manual also addresses this
issue.
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Actions

Compliance

Procedures

(2) If any improper installation or wrong torque
is found during any inspection required by
paragraph (e)(1) of this AD, correct the instal-
lation or torque.

Before further flight after the inspection in
which any improper installation or wrong
torque is found.

Follow Part I, Accomplishment Instructions of
Raytheon Aircraft Company Mandatory
Service Bulletin No. SB 73-3634, dated
September 2003. The applicable airplane
maintenance manual also addresses this
issue.

(3) Modify the pedestal and replace the engine
controls cross shaft hardware. Modification of
the pedestal and replacement of the engine
controls cross shaft hardware is the termi-
nating action for the repetitive inspection and
re-torque requirements specified in paragraph
(e)(1) of this AD.

At the next scheduled maintenance/inspection
interval or 12 calendar months after the ef-
fective date of this AD, whichever occurs
later. You may do this time as terminating
action for the repetitive inspection and re-
torque requirements.

Follow Part Il, Accomplishment Instructions of
Raytheon Aircraft Company Mandatory
Service Bulletin No. SB 73-3634, dated
September 2003. The applicable airplane
maintenance manual also addresses this
issue.

May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Wichita Aircraft Certification Office
(ACO), FAA. For information on any already
approved alternative methods of compliance,
contact Jeff Pretz, Aerospace Engineer,
Wichita ACO, FAA, 1801 Airport Road, Mid-
Continent Airport, Wichita, Kansas 67209;
telephone: (316) 946—4153; facsimile: (316)
946-4107.

May I Get Copies of the Documents
Referenced in this AD?

(g) You may get copies of the documents
referenced in this AD from Raytheon Aircraft
Company, 9709 E. Central, Wichita, Kansas
67201-0085; telephone: (800) 429-5372 or
(316) 676—3140. You may view these
documents at FAA, Central Region, Office of
the Regional Counsel, 901 Locust, Room 506,
Kansas City, Missouri 64106.

Issued in Kansas City, Missouri, on April
16, 2004.
James E. Jackson,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 04-9105 Filed 4-21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2003—-CE-56—AD]
RIN 2120-AA64

Airworthiness Directives; Valentin
GmbH & Co. Taifun 17E Sailplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for all
Valentin GmbH & Co. Taifun 17E
sailplanes. This proposed AD would
require you to do an operational check
of the front wing-locking mechanism
left and right, inspect stop key
movement, inspect wing and fuselage
side root ribs, inspect the wing side
shear force fittings, and take any
corrective actions that may be required.
This proposed AD is the result of
mandatory continuing airworthiness
information (MCAI) issued by the
airworthiness authority for Germany.
We are issuing this proposed AD to
detect and correct malfunction of wing-
locking mechanism, which could result
in failure of the wing-locking
mechanism disengagement. This failure
could lead to unlocking of wing in flight
and consequent loss of control of the
sailplane.

DATES: We must receive any comments
on this proposed AD by May 27, 2004.

ADDRESSES: Use one of the following to
submit comments on this proposed AD:

e By mail: FAA, Central Region,
Office of the Regional Counsel,
Attention: Rules Docket No. 2003—CE—
56—AD, 901 Locust, Room 506, Kansas
City, Missouri 64106.

e By fax:(816) 329-3771.

® By e-mail: 9-ACE-7-
Docket@faa.gov. Comments sent
electronically must contain “Docket No.
2003—-CE-56—AD” in the subject line. If
you send comments electronically as
attached electronic files, the files must
be formatted in Microsoft Word 97 for
Windows or ASCIL.

You may get the service information
identified in this proposed AD from
KORFF + CO.KG, Dieselstrasse 5, D—
63128 Dietzenbach, Germany.

You may view the AD docket at FAA,
Central Region, Office of the Regional
Counsel, Attention: Rules Docket No.
2003-CE-56—-AD, 901 Locust, Room
506, Kansas City, Missouri 64106. Office

hours are 8 a.m. to 4 p.m., Monday
through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT:
Gregory M. Davison, Aerospace
Engineer, Small Airplane Directorate,
ACE-112, 901 Locust, Room 301,
Kansas City, Missouri 64106; telephone:
816-329-4130; facsimile: 816—-329—
4090.

SUPPLEMENTARY INFORMATION:
Comments Invited

How Do I Comment on This Proposed
ADr

We invite you to submit any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include “AD Docket No.
2003-CE-56—AD” in the subject line of
your comments. If you want us to
acknowledge receipt of your mailed
comments, send us a self-addressed,
stamped postcard with the docket
number written on it. We will date-
stamp your postcard and mail it back to
you.

Are There Any Specific Portions of This
Proposed AD I Should Pay Attention to?

We specifically invite comments on
the overall regulatory, economic,
environmental, and energy aspects of
this proposed AD. If you contact us
through a nonwritten communication
and that contact relates to a substantive
part of this proposed AD, we will
summarize the contact and place the
summary in the docket. We will
consider all comments received by the
closing date and may amend this
proposed AD in light of those comments
and contacts.

Discussion

What Events Have Caused This
Proposed AD?

The Luftfahrt-Bundesamt (LBA),
which is the airworthiness authority for
Germany, recently notified FAA that an
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unsafe condition may exist on all
Valentin GmbH & Co. Tailfun 17E
sailplanes. The LBA reports that during
an investigation, an incorrect locked
shear force fitting was found.

What Are the Consequences if the
Condition Is Not Corrected?

Malfunction of wing-locking
mechanism could result in failure of the
wing-locking mechanism
disengagement. This failure could lead
to unlocking of wing in flight and
consequent loss of control of the
sailplane.

Is There Service Information That
Applies to This Subject?

KORFF & Co. KG has issued Service
Bulletin SB-KOCO 03/818, dated
December 20, 2002.

What Are the Provisions of This Service
Information?

The service bulletin either includes
procedures for or specifies the
following:

—Inspecting the motor glider rigged;

—Inspecting the motor glider derigged;

—Inspecting the wing side shear force
fittings;

—Inspecting the wing and fuselage side
root ribs;

—Amending text to the Flight Manual
and Instruction for Continued
Airworthiness;

—Replacing the stop key F1-1300 if any
malfunction is found; and

—Possible repairing or replacing of
wing and fuselage connection if
damage is found.

What Action Did the LBA Take?

The LBA classified this service
bulletin as mandatory and issued
German AD Number 2003-051, dated
January 29, 2003, to ensure the
continued airworthiness of these
sailplanes in Germany.

Did the LBA Inform the United States
Under the Bilateral Airworthiness
Agreement?

These Valentin GmbH & Co. Taifun
17E sailplanes are manufactured in
Germany and are type-certificated for
operation in the United States under the
provisions of section 21.29 of the
Federal Aviation Regulations (14 CFR
21.29) and the applicable bilateral
airworthiness agreement.

Under this bilateral airworthiness
agreement, the LBA has kept us
informed of the situation described
above.

FAA’s Determination and Requirements
of This Proposed AD

What Has FAA Decided?

We have examined the LBA’s
findings, reviewed all available
information, and determined that AD
action is necessary for products of this
type design that are certificated for
operation in the United States.

Since the unsafe condition described
previously is likely to exist or develop
on other Valentin GmbH & Co. Taifun
17E sailplanes of the same type design
that are registered in the United States,
we are proposing AD action to detect

and correct malfunction of wing-locking
mechanism, which could result in
failure of the wing-locking mechanism
disengagement. This failure could lead
to unlocking of wing in flight and
consequent loss of control of the
sailplane.

What Would This Proposed AD Require?

This proposed AD would require you
to incorporate the actions in the
previously-referenced service bulletin.

How Does the Revision to 14 CFR Part
39 Affect This Proposed AD?

On July 10, 2002, we published a new
version of 14 CFR part 39 (67 FR 47997,
July 22, 2002), which governs FAA’s AD
system. This regulation now includes
material that relates to altered products,
special flight permits, and alternative
methods of compliance. This material
previously was included in each
individual AD. Since this material is
included in 14 CFR part 39, we will not
include it in future AD actions.

Costs of Compliance

How Many Sailplanes Would This
Proposed AD Impact?

We estimate that this proposed AD
affects 25 sailplanes in the U.S. registry.

What Would Be the Cost Impact of This
Proposed AD on Owners/Operators of
the Affected Sailplanes?

We estimate the following costs to
accomplish the proposed inspections:

Labor cost

Parts cost

Total cost on
U.S. operators

Total cost per
sailplane

2 work hours x $65 per hour = $130 ..........c.......

No parts needed for inspection

$130 $3,250

We estimate the following costs to
accomplish replacement of the stop key
F1-1300 that would be required based
on the results of the proposed

inspections. We have no way of
determining the number of sailplanes
that may need the stop key F1-1300
replaced or the number of sailplanes

that may need additional repair because
of abrasion. We also do not know the
cost that would be associated with any
abrasion repair:

Labor cost

Parts cost

Total cost per
sailplane

3 work hours x $65 per hour = $195

$16 each x 2 (2 are required) = $32

$227

Regulatory Findings

Would This Proposed AD Impact
Various Entities?

We have determined that this
proposed AD would not have federalism
implications under Executive Order
13132. This proposed AD would not
have a substantial direct effect on the
States, on the relationship between the
national Government and the States, or

on the distribution of power and
responsibilities among the various
levels of government.

Would This Proposed AD Involve a
Significant Rule or Regulatory Action?

For the reasons discussed above, I
certify that this proposed AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a summary of the costs
to comply with this proposed AD and
placed it in the AD Docket. You may get
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a copy of this summary by sending a
request to us at the address listed under
ADDRESSES. Include “AD Docket No.
2003-CE-56—AD” in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the Federal Aviation Administration
proposes to amend 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

Valentin GmbH & Co.: Docket No. 2003—CE—
56—AD.

When Is the Last Date I Can Submit

Comments on This Proposed AD?

(a) We must receive comments on this
proposed airworthiness directive (AD) by
May 27, 2004.

What Other ADs Are Affected by This
Action?

(b) None.
What Sailplanes Are Affected by This AD?

(c) This AD affects the following sailplane
models and serial numbers that are

certificated in any category: Valentin GmbH
& Co. Taifun 17E, all serial numbers are
affected except those where Service Bulletin
23-818 has been complied with.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of an incorrect
locked shear force fitting, which may have
caused wing-locking mechanism
disengagement. The actions specified in this
AD are intended to detect and correct
malfunction of the wing-locking mechanism,
which could result in wing-locking
mechanism disengagement. This failure
could lead to unlocking of wing in flight and
subsequent loss of control of the sailplane.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following:

Actions

Compliance

Procedures

(1) Perform the following actions with the motor
glider rigged.

(i) An operational check of the front wing lock-
ing mechanism left and right for damage, de-
formation, and smooth operation over full
travel range.

(i) A visual inspection of the motor glider for
stop key movement. The stop key should not
move more than 2mm (the maximum toler-
able distance to stop position) in the full front
stop position

(2) Perform the following actions with the motor
glider derigged.

(i) An operational check of the front wing lock-
ing mechanism left and right for damage, de-
formation, and smooth operation over full
travel range.

(ii) A visual inspection of the motor glider for
stop key movement. You should not be able
to move the stop key by hand more than
2mm backwards in the full locked front posi-
tion

(3) If deficiencies are found during the inspec-
tions required in paragraphs (e)(1) and (e)(2),
correct, repair, or replace the defective parts.

(4) Inspect the wing side shear force fittings,
wing and fuselage side root ribs, and around
all fittings (shear force fittings, wing connec-
tions studs, wing connection bushings, con-
nection to the telescopic rods, rear center
studs and bushings) for abrasion, deforma-
tion, damage, defective bonding, and defec-
tive connections. If any of the above condi-
tions are found, contact the manufacturer at
the address specified in paragraph (g) of this
AD for FAA-approved corrective action and
perform the corrective action. You must send
a copy of correspondence you send to the
manufacturer to the FAA at the address in
paragraph (f).

(5) When corrective action or maintenance is
done, do an operational check of the motor
glider in the rigged and derigged configura-
tion.

Inspect within 25 hours time in service (TIS)
after the effective date of this AD. Repet-
itively inspect every 25 hours TIS thereafter.

Inspect within 25 hours TIS after the effective
date of this AD. Repetitively inspect every
25 hours TIS thereafter.

Do corrective actions prior to further flight

Inspect within 25 hours TIS after the effective
date of this AD. Repetitively inspect every
25 hours TIS thereafter. Perform corrective
action prior to further flight.

After corrective action or maintenance is
done, you must do the operational check
prior to further flight.

Inspect following the Korff + CO.KG Service
Bulletin SB-KOCO 03/818, dated Decem-
ber 20, 2002.

Inspect following the Korff + CO.KG Service
Bulletin SB-KOCO 03/818, dated Decem-
ber 20, 2002.

Correct, repair, or replace defective parts fol-
lowing the Korff + CO.KG Service Bulletin
SB-KOCO 03/818, dated December 20,
2002.

Inspect following the Korff + CO.KG Service
Bulletin SB-KOCO 03/818, dated Decem-
ber 20, 2002.

Do the operational check following the Korff +
CO.KG Service Bulletin SB-KOCO 03/818,
dated December 20, 2002.
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May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. The principal inspector may add
comments and will send your request to the
Manager, Standards Office, FAA, Small
Airplane Directorate, 901 Locust, Room 301,
Kansas City, Missouri 64106. For information
on any already approved alternative methods
of compliance, contact Gregory M. Davison,
Aerospace Engineer, Small Airplane
Directorate, ACE-112, 901 Locust, Room 301,
Kansas City, Missouri 64106; telephone: 816—
329-4130; facsimile: 816—329-4090.

May I Get Copies of the Documents
Referenced in This AD?

(g) You may get copies of the documents
referenced in this AD from KORFF + CO.KG,
Dieselstrasse 5, D-63128 Dietzenbach,
Germany. You may view these documents at
FAA, Central Region, Office of the Regional
Counsel, 901 Locust, Room 506, Kansas City,
Missouri 64106.

Is There Other Information That Relates to
This Subject?

(h) LBA airworthiness directive 2003-051,
dated January 29, 2003; and Korff + CO.KG
Service Bulletin SB-KOCO 03/818, dated
December 20, 2002, also address the subject
of this AD.

Issued in Kansas City, Missouri on April
16, 2004.
James E. Jackson,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 04—9113 Filed 4—21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 98—NM-11-AD]
RIN 2120-AA64

Airworthiness Directives; Boeing
Model 737-100, —200, —200C, —-300,
-400, and —500 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Proposed rule; withdrawal.

SUMMARY: This action withdraws a
supplemental notice of proposed
rulemaking (NPRM) that proposed a
new airworthiness directive (AD),
applicable to certain Boeing Model 737
series airplanes. That action would have
required inspections of certain bonded
skin panels to detect delamination of
the skin doublers (tear straps) from the
skin panels, and follow-on corrective
actions if necessary. Since the issuance
of the supplemental NPRM, the Federal

Aviation Administration (FAA) has
issued other rulemaking that requires
additional inspections to address the
unsafe condition identified in the
supplemental NPRM. Accordingly, the
supplemental NPRM is withdrawn.

FOR FURTHER INFORMATION CONTACT: Sue
Lucier, Aerospace Engineer, Airframe
Branch, ANM-120S, FAA, Seattle
Aircraft Certification Office, 1601 Lind
Avenue, SW., Renton, Washington
98055—4056; telephone (425) 917-6438;
fax (425) 917-6590.

SUPPLEMENTARY INFORMATION: A
supplemental notice of proposed
rulemaking (NPRM) to amend part 39 of
the Federal Aviation Regulations (14
CFR part 39) to add a new airworthiness
directive (AD), applicable to certain
Boeing Model 737 series airplanes, was
published in the Federal Register as a
second supplemental NPRM on July 2,
2003 (68 FR 39485). The supplemental
NPRM would have required inspections
of certain bonded skin panels to detect
delamination of the skin doublers (tear
straps) from the skin panels, and follow-
on corrective actions if necessary. That
action was prompted by revised service
information, which describes revising
certain inspection methods, expanding
the area of certain inspections,
extending the compliance time for
certain inspections, and expanding the
effectivity of the service information.
The proposed actions were intended to
prevent skin doublers from
delaminating from their skin panels,
which could result in fatigue cracks in
the skin doublers and skin panels and
consequent rapid decompression of the
airplane.

Actions That Occurred Since the
Supplemental NPRM Was Issued

Since the issuance of that second
supplemental NPRM, the FAA has
received a new report of significant
cracking. As a result of the immediate
safety concerns associated with this
cracking, we issued AD 2003-14-06,
amendment 39-13225 (68 FR 40759,
July 9, 2003) to require the appropriate
inspections specified in Boeing Service
Bulletin 737-53-1179, Revision 2, dated
October 25, 2001 (which was referenced
in the supplemental NPRM as the
appropriate source of service
information for accomplishment of the
proposed actions). (A correction of that
AD was published in the Federal
Register on July 21, 2003 (68 FR
42956).) Although we received
comments on the second supplemental
NPRM, we determined that the
immediate safety concerns associated
with the new report of cracking required
more direct action. Consequently, we

issued AD 2003-14—06 to address the
identified unsafe condition.

FAA’s Conclusions

Because the unsafe condition
identified in the supplemental NPRM
has already been addressed by AD
2003-14-06, we find it unnecessary to
continue with the issuance of this
supplemental NPRM. Accordingly, the
supplemental NPRM is hereby
withdrawn.

Withdrawal of this supplemental
NPRM constitutes only such action, and
does not preclude the agency from
issuing another action in the future, nor
does it commit the agency to any course
of action in the future.

Regulatory Impact

Since this action only withdraws a
supplemental notice of proposed
rulemaking, it is neither a proposed nor
a final rule and therefore is not covered
under Executive Order 12866, the
Regulatory Flexibility Act, or DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979).

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Withdrawal

Accordingly, the supplemental notice
of proposed rulemaking, Docket 98—
NM-11-AD, published in the Federal
Register on July 2, 2003 (68 FR 39485),
is withdrawn.

Issued in Renton, Washington, on April 15,
2004.

Michael J. Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 04—9112 Filed 4—21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003—-NM-211-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model

A330-200 and -300 and A340-200,
-300, 500, and —600 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to all
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Airbus Model A330-200 and —300 and
A340-200, —300, —500, and —600 series
airplanes. This proposal would require
a one-time inspection of each
emergency evacuation slide raft
installed on Type “A” exit doors
equipped with regulator valves having a
certain part number, to determine if a
discrepant regulator valve is installed
on the pressure bottle that inflates the
slide/raft, and an interim modification
of any discrepant valve. This proposal
also would require eventual
modification of all affected regulator
valves, which would terminate the
requirements of this AD. This action is
necessary to prevent failure of an
emergency evacuation slide raft to
deploy and inflate during an emergency
situation, which could impede an
evacuation and result in injury to
passengers or crewmembers. This action
is intended to address the identified
unsafe condition.

DATES: Comments must be received by
May 24, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2003—-NM—
211-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2003—NM-211-AD" in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Airbus, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France. This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington.

FOR FURTHER INFORMATION CONTACT: Tim
Backman, Aerospace Engineer, ANM-—
116, International Branch, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2797;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the

proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

¢ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service
information reference as two separate
issues.

e For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2003-NM-211-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2003-NM-211-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

The Direction Générale de I’Aviation
Civile (DGAC), which is the
airworthiness authority for France,
notified the FAA that an unsafe
condition may exist on all Model A330
and A340 series airplanes. The DGAC
advises that, during in-service
maintenance testing of the emergency
escape slides on Type “A” exit doors,
the slides failed to automatically
deploy. The failure occurred because,
when the exit door was opened, the
regulator valve on the pressure bottle

that inflates the escape slide did not
activate. If the regulator valve does not
activate, there is no gas flow to the
pressure regulator and through the
hoses to the aspirators that inflate the
escape slide. Preliminary investigation
revealed that slide rafts that have been
manufactured by Goodrich since
January 2000, and that have not been
overhauled since installation, may be
affected. Failure of an escape slide to
deploy and inflate could cause the slide
to be unusable during an emergency
evacuation, and result in injury to
passengers or crewmembers.

Explanation of Relevant Service
Information

Airbus has issued the following All
Operators Telexes (AOTs): AOT
25A3206, dated June 2, 2003 (for Model
A330-200 and —300 series airplanes);
AQT 25A4213, dated June 2, 2003 (for
Model A340-200 and —300 series
airplanes); and AOT 25A5036, Revision
01, dated July 22, 2003 (for Model
A340-500 and —600 series airplanes).
The AOTs describe procedures for a
one-time maintenance task (inspection)
of each emergency evacuation slide raft
installed on Type “A” exit doors
equipped with regulator valves having
part number 4A3857—1 to determine if
a discrepant regulator valve (one that
does not function properly, preventing
release of gas) is installed on the
pressure bottle that inflates the slide/
raft, and an interim modification of any
discrepant regulator valve. The
maintenance task also includes testing
the affected regulator valve. The
modification involves complete
overhaul of the regulator valve or
complete overhaul of the slide raft
assembly, as applicable, including
checking and reaming the inner
diameter of the Vespel piston.

The AOTs reference Goodrich Alert
Service Bulletin 25A341, Revision 1,
dated May 21, 2003, as an additional
source of service information for
accomplishment of the inspection and
modification of the regulator valves.

Accomplishment of the actions
specified in the Airbus service
information is intended to adequately
address the identified unsafe condition.
The DGAC classified this service
information as mandatory and issued
French airworthiness directive 2003—
213(B) R1, dated August 20, 2003, to
ensure the continued airworthiness of
these airplanes in France.

FAA’s Conclusions

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of section



21776

Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Proposed Rules

21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DGAC has
kept us informed of the situation
described above. We have examined the
findings of the DGAC, reviewed all
available information, and determined
that AD action is necessary for products
of this type design that are certificated
for operation in the United States.

Explanation of Requirements of
Proposed AD

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the Airbus service information
described previously, except as
discussed below.

Differences Among French
Airworthiness Directive, AOTs, and
Proposed AD

The proposed AD would mandate
eventual modification of regulator
valves having part number 4A3857-1,
per a method approved by the FAA.
Accomplishment of this modification
would terminate the requirements of
this proposed AD. The parallel French
airworthiness directive does not require
a modification, and the AOTs provide
for only an interim modification of
affected regulator valves. The
manufacturer has informed us that
approval of a terminating modification
that will address the unsafe condition
identified in this proposed AD is
imminent.

Mandating the terminating
modification is based on our
determination that, in this case, long-
term continued operational safety
would be better ensured by a
modification to remove the source of the
problem, in lieu of interim action
without repetitive inspections to
monitor the regulator valve. The source
of the unsafe condition (failure of an
emergency evacuation slide raft to
deploy and inflate during an emergency
situation) is in the design of the subject
regulator valves installed on the
pressure bottle that inflates the escape
slide.

In developing the compliance time for
the modification, we considered the
degree of urgency associated with
addressing the subject unsafe condition
as well as the availability of required
parts and the practical aspect of
installing the modification within an
interval of time that parallels normal
scheduled maintenance for most

affected operators. We have determined
that 18 months for airplanes having
regulator valves which have been
previously modified, and 6 months for
airplanes having regulator valves that
have not been previously modified,
represents an appropriate interval of
time in which an ample number of
required parts will be available to
modify the affected fleet without
adversely affecting the safety of these
airplanes.

The AOTs recommend submitting
certain information to the manufacturer,
but this proposed AD does not contain
such a requirement.

The French airworthiness directive
specifies that slide rafts that have been
overhauled previously are not affected.
We have determined that the
malfunction of the regulator valve is not
adequately addressed by the overhaul
procedures specified in Goodrich
Component Maintenance Manual
(CMM) 25-62-31, Revision 1, Paragraph
H, which do not include reaming the
inner diameter of the Vespel piston.
Therefore, regulator valves installed on
previously overhauled slide rafts are not
exempt from the proposed AD.

The compliance times for the
inspection of the regulator valves of the
slide rafts recommended in the French
airworthiness directive and the AOTs
are determined by the date of
manufacture of the slide raft, and
specify inspecting at least half of the
affected valves in 3 months, and
inspecting the remainder of the valves 3
months after the first half are inspected.
However, since the regulator valve on
all affected slide rafts is the same
design, we have determined the
compliance time for the inspection of all
regulator valves on all airplanes affected
by this proposed AD to be within 6
months after the effective date of the
AD. In developing an appropriate
compliance time for this AD, we
considered the degree of urgency
associated with the subject unsafe
condition and the average utilization of
the affected fleet. In light of these
factors, we find that a 6-month
compliance time represents an
appropriate interval of time for affected
airplanes to continue to operate without
compromising safety.

These differences have been
coordinated with the DGAC.

Clarification of Inspection

The AOTs specify “one-time
maintenance” to determine if a certain
discrepant regulator valve is installed,
but we have clarified the requirement
contained in the proposed AD as a one-
time general visual inspection. Note 1

has been added to this proposed AD
define that inspection.

Cost Impact

We estimate that 14 Model A330
series airplanes of U.S. registry would
be affected by this proposed AD.

It would take about 1 work hour per
slide (8 slides per airplane) to
accomplish the proposed inspection, at
an average labor rate of $65 per work
hour. Based on these figures, the cost
impact of the proposed inspection on
U.S. operators is estimated to be $7,280,
or $520 per airplane.

It would take about 13 work hours per
slide (8 slides per airplane) to
accomplish the proposed modification,
at an average labor rate of $65 per work
hour. Required parts would be provided
by the manufacturer at no cost to
operators. Based on these figures, the
cost impact of the proposed
modification on U.S. operators is
estimated to be $94,640, or $6,760 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Currently, there are no Model A340
series airplanes on the U.S. Register.
However, should an affected airplane be
imported and placed on the U.S.
Register in the future, it would require
1 work hour per slide (8 slides per
airplane) to accomplish the proposed
inspection; and 13 work hours per slide
(8 slides per airplane) to accomplish the
proposed modification, at an average
labor rate of $65 per work hour.
Required parts would be provided by
the manufacturer at no cost to operators.
Based on these figures, the cost impact
of the proposed inspection would be
$65 per slide and the proposed
modification would be $6,760 per
airplane for Model A340 operators.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
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it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Airbus: Docket 2003—-NM-211-AD.

Applicability: All Model A330-200 and
—300 and A340-200, —300, —500, and —600
series airplanes; certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of an emergency
evacuation slide raft to deploy and inflate
during an emergency situation, which could
impede an evacuation and result in injury to
passengers or crewmembers, accomplish the
following:

Service Information References

(a) The following information pertains to
the service information referenced in
paragraphs (b) and (c) of this AD:

(1) The term “All Operators Telex” (AOT)
as used in this AD, means the
Accomplishment Instructions of AOT
25A3206, dated June 2, 2003 (for Model
A330-200 and —300 series airplanes); AOT
25A4213, dated June 2, 2003 (for Model
A340-200 and —300 series airplanes); and
AOT 25A5036, Revision 01, dated July 22,
2003 (for Model A340-500 and —600 series
airplanes).

(2) Accomplishment of the actions before
the effective date of this AD per AOT
25A5036, dated June 2, 2003, is considered
acceptable for compliance with the
corresponding actions specified in this AD.

(3) The AOTSs refer to Goodrich Service
Bulletin 25A341, Revision 1, dated May 21,
2003, as an additional source of service
information for accomplishment of the
actions specified in the AOTs.

(4) Although the AOTs referenced in this
AD specify to submit certain information to
the manufacturer, this AD does not include
such a requirement.

Inspection/Modification

(b) Within 6 months after the effective date
of this AD, do a one-time general visual
inspection of each slide raft to determine if
a discrepant regulator valve (one that does
not function properly, preventing release of
gas) is installed on the pressure bottle that
inflates the slide/raft. Do the inspection per
the applicable AOT.

(1) If any discrepant regulator valve is
found: Before further flight, do the interim
modification of the regulator valve for that
slide raft only, per the applicable AOT.

(2) If no discrepant regulator valve is
found, no further action is required by this
paragraph.

Note 1: For the purposes of this AD, a
general visual inspection is defined as: “A
visual examination of an interior or exterior
area, installation, or assembly to detect
obvious damage, failure, or irregularity. This
level of inspection is made from within
touching distance unless otherwise specified.
A mirror may be necessary to enhance visual
access to all exposed surfaces in the
inspection area. This level of inspection is
made under normally available lighting
conditions such as daylight, hangar lighting,
flashlight, or droplight and may require
removal or opening of access panels or doors.
Stands, ladders, or platforms may be required
to gain proximity to the area being checked.”

Terminating Modification

(c) Except as required by paragraph (b)(1)
of this AD: Modify any regulator valve having
P/N 4A3857-1, at the applicable time
specified in paragraph (c)(1) or (c)(2) of this
AD, per a method approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate.
Accomplishment of this paragraph
terminates the requirements of this AD.

(1) For airplanes on which the regulator
valves have been modified per the applicable
AQT as of the effective date of this AD:
Within 18 months after the effective date of
this AD.

(2) For airplanes on which the regulator
valves have not been modified per the
applicable AOT as of the effective date of this
AD: Within 6 months after the effective date
of this AD.

Alternative Methods of Compliance

(d) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116, is
authorized to approve alternative methods of
compliance for this AD.

Note 2: The subject of this AD is addressed
in French airworthiness directive 2003—
213(B) R1, dated August 20, 2003.

Issued in Renton, Washington, on April 15,
2004.

Michael J. Kaszycki,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04—9111 Filed 4—21-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 1
[Docket No. RM04-7-000]

Notice of Technical Conference and
Initiation of Rulemaking Proceeding

April 14, 2004.

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Initiation of rulemaking
proceeding and notice of technical
conference.

SUMMARY: The Federal Energy
Regulatory Commission is establishing a
rulemaking proceeding with respect to
the adequacy of the current four-prong
analysis and whether and how it should
be modified to assure that electric
market-based rates are just and
reasonable under the Federal Power Act.
The Commission will convene a series
of technical conferences that will be
open to the public. The first such
technical conference will be June 9,
2004, at the Commission’s headquarters.
The purpose of this conference will be
to frame the issues that will comprise
the rulemaking proceeding, including a
discussion on how all four parts of the
current test interrelate, as well as what
other factors the Commission should
consider in granting market-based rate
authorizations.

FOR FURTHER INFORMATION CONTACT:
Michelle Barnaby, Office of Markets,
Tariffs, and Rates, Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426,
(202) 502-8407.

SUPPLEMENTARY INFORMATION:

107 FERC q 61,019

Federal Energy Regulatory Commission
[Docket No. RM04—-7-000]

Market-Based Rates For Public
Utilities; Initiation of Rulemaking
Proceeding on Market-Based Rates and
Notice of Technical Conference

April 14, 2004.

1. In a companion order we are
issuing today in AEP Power Marketing,
Inc., Docket No. ER96-2495-016, et al.
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(AEP Order),* the Commission adopts
new interim generation market power
screens to identify those applicants for
electric market-based rate authority that
may possess generation market power.
An analysis of whether an applicant
possesses generation market power has
for many years been one of the four
prongs of analysis the Commission has
used to assess whether an applicant
should be granted market-based rate
authority. The other three prongs that
the Commission has considered are (1)
whether the applicant has transmission
market power, (2) whether the applicant
can erect barriers to entry, and (3)
whether there are concerns involving
the applicant that relate to affiliate
abuse and/or reciprocal dealing. In
today’s AEP Order and in prior orders
in the same dockets, the Commission
stated that the generation market power
screen it was adopting in that
proceeding was only an interim screen,
and that the Commission intended to
initiate a generic rulemaking proceeding
on potential new analytical methods for
assessing markets and market power.
The Commission has also stated that as
part of this process it intended to hold
a series of outreach meetings with
industry experts on these matters.2 The
purpose of this notice is to initiate a
rulemaking proceeding with respect to
the adequacy of the current four-prong
analysis and whether and how it should
be modified to assure that electric
market-based rates are just and
reasonable under the Federal Power Act.

2. The Commission’s four-prong
market-based rate test was developed
nearly 15 years ago, in the context of
specific market-based rate proposals
filed with the Commission, and
currently there are no comprehensive
codified regulations governing what
applicants must demonstrate in order to
obtain market-based rate authorization
from the Commission. Much has
changed in the industry since the
Commission began using the four-prong
test in the 1980s, and we believe it is
important not only to ensure that our
test is sufficient to support market-based
rates in today’s energy markets, but also
to provide clarity, by way of codified
regulations, as to what applicants must
demonstrate in order to obtain (and
retain) authority to sell at market-based
rates.

1107 FERC { 61,018 (2004) (AEP Order).

2 See, e.g., AEP Order, 107 FERC { 61,018 at P1—
2; AEP Power Marketing, Inc, et al., 97 FERC
61,219 at 61,967 & n.2 (2001); Notice Delaying
Effective Date of Mitigation and Announcing
Technical Conference, December 20, 2001 at 1;
Notice of Technical Conference on Supply Margin
Assessment Screen and Alternatives, December 19,
2003, at 1, 3, and attached Staff Paper at 1.

3. This generic proceeding will
address, but not be limited to, whether
the Commission should retain or modify
its existing four-prong test (e.g., whether
the analysis should explicitly address
vertical market power issues); whether
the factors the Commission considers
under the existing prongs should be
revised; whether the interim generation
market power screens that are adopted
today in the AEP Order should be
retained over the long-term; whether the
Commission should adopt different
approaches to affiliate transactions than
it currently does; and whether there
should be new Commission regulations
promulgated expressly for electric
market-based rate filings. The
Commission intends the scope of this
rulemaking proceeding to be broad, and
to include market-based rate
authorizations associated with ancillary
services.

4. In order to have a better
understanding of the issues that need to
be considered, as well as the procedural
direction the rulemaking should take, as
a first step the Commission intends to
convene a series of technical
conferences that will be open to the
public. The Commission will hold the
first such technical conference on June
9, 2004, at the Commission’s
headquarters. The purpose of this
conference will be to frame the issues
that will comprise the rulemaking
proceeding, including a discussion of
how all four parts of the current test
interrelate, as well as what other factors
the Commission should consider in
granting market-based rate
authorizations.

5. The conference will be transcribed.
Those interested in acquiring the
transcript should contact Ace Reporters
at 202-347-3700 or 800-336—-6646.
Transcripts will be placed in the public
record 10 days after the Commission
receives the transcripts. Additionally,
Capitol Connection offers the
opportunity for remote listening and
viewing of the conference. It is available
for a fee, live over the Internet, by phone
or via satellite. Persons interested in
receiving the broadcast, or who need
information on making arrangements,
should contact David Reininger or Julia
Morelli at Capitol Connection (703—
993-3100) as soon as possible or visit
the Capitol Connection Web site at
http://www.capitolconnection.org and
click on “FERC.”

6. For more information about the
conference, please contact Michelle
Barnaby at 202-502—-8407 or
Michelle.Barnaby@ferc.gov.

7. A supplemental notice of this
conference will be issued later that will

provide details of the conference,
including the panelists.

By direction of the Commission.
Magalie R. Salas,
Secretary.
[FR Doc. 04—9099 Filed 4—21-04; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 201, 208, and 209
[Docket No. 2003N-0324]

RIN 0910-AC35

Toll-Free Number for Reporting

Adverse Events on Labeling for Human
Drug Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend its regulations governing the
format and content of labeling for
human drug products for which an
application is approved under section
505 of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C. 355).
The proposed rule would require the
addition of a statement that includes a
toll-free number and advises that the
number is to be used only for reporting
side effects and is not intended for
medical advice (the side effects
statement). When finalized, this rule
will bring FDA regulations into
compliance with provisions of the Best
Pharmaceuticals for Children Act (the
BPCA).

DATES: Submit written or electronic
comments by July 21, 2004. See section
IV of this document for the proposed
effective date of any final rule based on
this proposal.

ADDRESSES: You may submit comments,
identified by Docket No. 2003N—-0324
and RIN 0910-AC35, by any of the
following methods:

¢ Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting
comments.

e Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for
submitting comments on the agency
Web site.

¢ E-mail: fdadockets@oc.fda.gov.
Include Docket No. 2003N-0324
and RIN 0910-AC35 in the subject
line of your e-mail message.
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e FAX: 301-827-6870.
¢ Mail/Hand delivery/Courier [For

paper, disk, or CD-ROM

submissions]: Division of Dockets

Management, 5630 Fishers Lane,

rm. 1061, Rockville, MD 20852.
Instructions: All submissions received
must include the agency name and
Docket No. 2003N-0324 and RIN 0910—
AGC35 or Regulatory Information
Number (RIN) for this rulemaking. All
comments received will be posted
without change to http://www.fda.gov/
dockets/ecomments, including any
personal information provided. For
detailed instructions on submitting
comments and additional information
on the rulemaking process, see the
“Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.
Docket: For access to the docket to read
background documents or comments
received, go to http://www.fda.gov/
dockets/ecomments and/or the Division
of Dockets Management, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Carol Drew, Center for Drug Evaluation
and Research (HFD-7), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-594—2041.
SUPPLEMENTARY INFORMATION:

I. Background

A. BPCA Requirements

Section 17 of the BPCA (Public Law
107-109) requires FDA to issue a final
rule requiring the labeling of each
human drug product for which an
application is approved under section
505 of the act (21 U.S.C. 355) to include:
(1) A toll-free number maintained by
FDA for the purpose of receiving reports
of adverse events regarding drugs, and
(2) a statement that the number is to be
used for reporting purposes only, not to
seek or obtain medical advice. The
BPCA states that the final rule must
implement the labeling requirement so
as to reach the broadest consumer
audience and minimize the cost to the
pharmacy profession.

B. MedWatch

FDA already has an adverse drug
events reporting program. FDA’s
existing MedWatch safety information
and adverse event reporting program
(MedWatch program) includes a toll-free
number to facilitate the reporting of
adverse events directly to the agency by
both health care practitioners and
consumers.

Under the existing MedWatch
program, consumers and health care
practitioners may report serious adverse
events, side effects, or problems they

suspect are associated with drug
products they use or prescribe. To
obtain accurate and complete reports of
side effects with a potential association
to drug products, FDA generally
recommends that consumers advise
their health care practitioners to report
side effects to the drug manufacturer or
MedWatch program. However,
consumers may also report side effects
to FDA directly. A postage-paid
MedWatch 3500 form will be mailed or
faxed to a consumer who calls 1-800—
FDA-1088 and requests a form. A
completed form can be mailed or
submitted to MedWatch’s fax number,
1-800-FDA—-0178. Reporting also may
be done online at http://www.fda.gov/
medwatch. FDA encourages consumers
to use the MedWatch Website to report
adverse events. Consumers who call the
MedWatch phone number are given the
MedWatch Website address and the
option of completing and submitting the
reporting form on the Internet.

Currently consumers receive an
acknowledgement from FDA after their
report is received. Consumers are
personally contacted only if additional
critically important information is
needed. All reports are entered into a
database and are evaluated by a safety
evaluator. All information is submitted
in confidence and protected to the
fullest extent of the law.

C. Existing Labeling Requirements

Section 505 of the act describes
requirements for the agency’s approval
of new drug applications (NDAs) and
abbreviated new drug applications
(ANDASs). FDA regulates many forms of
drug labeling for drug products
approved under section 505 of the act.
Regulated labeling includes: A
prescription drug product’s approved
labeling directed to health care
practitioners (physician labeling), FDA-
approved Medication Guides, patient
package inserts (PPIs) for certain drug
products, and over-the-counter (OTC)
drug product labeling.

II. Description of the Proposed Rule

A. FDA’s Approach to the BPCA
Requirements

FDA is proposing that the MedWatch
system should be used to fulfill the
requirements of the BPCA for providing
a toll-free number for the purpose of
receiving adverse event reports
regarding drug products.

FDA is proposing that the side effects
statement be distributed with each
prescription drug product, both new
prescriptions and refills, approved
under section 505 of the act and
dispensed to consumers by pharmacies

and authorized dispensers in an
outpatient setting. FDA is proposing a
number of options/alternatives to meet
this proposed requirement. FDA also is
proposing to require the side effects
statement in two categories of drug
product labeling: (1) FDA-approved
Medication Guides for drugs approved
under section 505 of the act, and (2) the
labeling for OTC drug products
approved under section 505 of the act.
Manufacturers may include the side
effects statement in PPIs or Medication
Guides on a voluntary basis for products
not approved under section 505 of the
act. In addition, FDA has proposed
adding FDA’s toll-free MedWatch
telephone number to physician labeling
in the proposed rule entitled
“Requirements on Content and Format
of Labeling for Human Prescription
Drugs and Biologics; Requirements for
Prescription Drug Product Labels” (65
FR 81082, December 22, 2000). FDA
believes that this approach will be most
likely to reach the broadest consumer
audience and minimize the cost to the
pharmacy profession.

B. Labeling Not Covered Under this
Proposed Rule

1. Physician Labeling

FDA is not proposing to modify the
requirements for physician labeling at
this time. Although consumers have
access to physician labeling as reprinted
in the Physician Desk Reference (PDR),
physician labeling is not written for the
consumer audience. In the Federal
Register of December 22, 2000, the
agency issued a proposed rule to revise
the physician labeling requirements in
21 CFR 201.56 and 201.57 (the
physician labeling rule). The proposed
changes to the labeling format included
the addition of adverse drug reaction
reporting contact information for health
care practitioners, including FDA’s toll-
free MedWatch telephone number.
Because physician labeling is directed
to health care practitioners, and FDA
anticipates that this labeling will be
updated with the toll-free MedWatch
number, the agency is not proposing
modifications to physician labeling at
this time. However, FDA is soliciting
comments on this issue.

2. PPIs

PPIs are required by FDA for certain
drug products, including oral
contraceptives and estrogen drug
products (§§310.501 and 310.515 (21
CFR 310.501 and 310.515)). Some
manufacturers also voluntarily produce
PPIs for drug products. PPIs are an
extension of physician labeling and are
often distributed to consumers when the
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drug product is dispensed. FDA is not
proposing to require the side effects
statement in PPIs at this time because
the proposed requirement in this rule
that pharmacies distribute the side
effects statement will ensure that a
broad consumer audience receives it.
FDA believes that requiring changes to
PPIs in addition is unnecessary;
however, FDA is soliciting comments on
this issue. Manufacturers may provide
the side effects statement voluntarily in
PPIs.

C. Benefits of the Proposed Rule to
Public Health

FDA has determined that this
proposed rule will promote the agency’s
mission to protect the public health by
informing consumers of FDA’s adverse
event reporting program under
MedWatch. Data reported as a result of
this proposed rule will supplement data
currently reported and assist the agency
in identifying trends in reported adverse
events for specific drug products. These
data may result in a review of the safety
and/or effectiveness of particular drug
products on the market. Once an
adverse event or product problem is
identified, the agency can initiate
various actions to address the problem,
such as labeling changes (e.g., boxed
warnings), medical or safety alerts to
health care practitioners, and product
withdrawals. For further discussion of
the benefits of this proposed rule, see
the agency’s analysis of economic
impacts in section V.C of this document.

D. Specific Proposed Changes to the
Regulations

1. Side Effects Statement

Section 17 of the BPCA requires that
the labeling for each drug approved
under section 505 of the act include: (1)
A toll-free number maintained by FDA
for the purpose of receiving reports of
adverse events regarding drug products,
and (2) a statement that the number is
to be used for reporting purposes only,
not to seek medical advice. FDA has
considered these requirements and has
developed a conforming statement: “Call
your doctor for medical advice about
side effects. You may report side effects
to FDA at 1-800-FDA-1088.” FDA
believes this statement comports with
the mandate in the BPCA and is brief
enough to convey the appropriate
message and fit on the labeling of drug
products. However, FDA is soliciting
comments on the wording of the
proposed statements. As stated
previously in this document, FDA is
using the established MedWatch toll-
free number for consumer reporting. For
OTC products, the side effects statement

has been modified to correspond to the
specific requirements for OTC drug
product labeling. FDA consulted with
an agency communications specialist in
developing the side effects statement.

FDA is proposing that the side effects
statement first direct consumers to call
their doctor for medical advice. FDA is
concerned that consumers may
misinterpret a statement to report side
effects and call the agency at the time
they or members of their family
experience a side effect, rather than
calling their own doctor for immediate,
and possibly critical, medical advice. To
make it clear that consumers
experiencing side effects and in need of
medical advice should call their doctor
first, FDA has included the first
sentence instructing consumers to call
their doctor for medical advice.

FDA is proposing to use the term
“side effects” rather than “adverse
events” because of concern that some
consumers may not understand the
meaning of the term “adverse event.”
FDA believes the term “side effects” will
be understood by a broader consumer
audience than would the term “adverse
event.”

The current MedWatch program
distinguishes serious adverse events,
defined in 21 CFR 314.80, as those
where the patient outcome is: death, life
threatening (real risk of dying),
hospitalization (initial or prolonged),
disability (significant, persistent or
permanent), congenital anomaly, or
required intervention to prevent
permanent impairment or damage. The
BPCA does not qualify the type of
adverse event reported to the toll-free
number. Therefore, FDA is not
proposing that consumers report only
serious adverse events to the MedWatch
program. This is likely to result in more
reports to FDA than under the existing
system. The agency solicits comments
on whether the term “side effects”
should be further qualified.

2. Medication Guides

FDA-approved Medication Guides are
required for prescription drug products
that the agency has determined pose a
serious and significant public health
concern. Because these products have
increased risks, FDA believes that the
side effects statement should be
included in Medication Guides required
for drug products approved under
section 505 of the act.

Part 208 (21 CFR part 208) sets forth
the requirements for this type of patient
labeling. Medication Guides provide
information when FDA determines that
the information is necessary to patients’
safe and effective use of drug products.
Medication Guides have been approved

for approximately 18 prescription drug
products, only some of which are
approved under section 505 of the act.
Some biological products have
Medication Guides, but those products
are not approved under section 505 of
the act, and therefore are not covered by
these BPCA provisions. These
provisions would apply, however, to
any biological products approved under
section 505 that carry Medication
Guides.

FDA is proposing that manufacturers
be required to include the side effects
statement under the heading, “What are
the possible or reasonably likely side
effects of (name of drug)?”.
Manufacturers who ship drug products
for which a Medication Guide is
required are responsible for ensuring
that the Medication Guide is available
for distribution to patients by providing
sufficient numbers of Medication
Guides to authorized dispensers of drug
products. Consumers who receive the
appropriate Medication Guide with
their dispensed prescription drug
product will be made aware of FDA’s
toll-free number to report side effects by
reading the appropriate section of the
Medication Guide.

Under § 208.20(a)(4), the letter height
or type size for Medication Guides must
be no smaller than 10 points (1 point =
0.0138 inches). FDA is not proposing to
modify this requirement; therefore, the
side effects statement in Medication
Guides will appear in no smaller than
10-point letter height or type size.

While FDA is not requiring
manufacturers to add the side effects
statement to Medication Guides for
those drug products not approved under
section 505 of the act, manufacturers
may do so voluntarily.

3. OTC Labeling

Because certain OTC drug products
are approved under section 505 of the
act, FDA is proposing that the labeling
of those products approved under NDAs
or ANDAs must also contain the side
effects statement as mandated by the
BPCA. FDA estimates that there are
approximately 350 OTC products
approved under an NDA and 172
approved under an ANDA.

In 1999, FDA published a final rule
on the labeling of OTC drug products.
The final rule was intended to assist
consumers in reading and
understanding OTC drug product
labeling and introduced a new format
(drug facts format). In this proposed
rule, FDA has modified the side effects
statement for OTC products to
correspond to the drug facts format.
Section 201.66 (21 CFR 201.66)
addresses format and content
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requirements for OTC drug product
labeling. Section 201.66(c) lists the
content requirements for OTC drug
product labeling, and § 201.66(d)
specifies the format requirements for
OTC drug product labeling, including
the letter height and type size.

The format and content labeling
requirements for OTC drug products in
§ 201.66 include specific subheadings
for presenting “warnings” information.
The subheading in § 201.66(c)(5)(vii) is
“Stop use and ask a doctor if”. The
agency considers this language similar
to the language in the first sentence of
the side effects statement for
prescription drug products that advises
patients to “Call your doctor for medical
advice about side effects.” Accordingly,
for OTC drug products, the agency is
proposing to use the existing
subheading in § 201.66(c)(5)(vii) and
include after it the bulleted statement
“side effects occur.” The second
sentence would remain the same as for
prescription products: “You may report
side effects to FDA at 1-800-FDA-
1088.” This approach incorporates the
side effects statement in OTC product
labeling in the appropriate location,
using existing consumer-friendly
language and a minimal amount of
additional labeling space.

The letter height or type size for
subheadings and all other information
described in §§ 201.66(c)(2) through
(c)(9) in OTC labeling is no smaller than
6-point letter height or type size
(§201.66(d)(2)). Therefore, the OTC side
effects statement would appear in a
minimum 6-point letter height or type
size. Consistent with §201.66(c)(9), the
telephone number would appear in a
minimum 6-point bold letter height or
type size. This requirement is repeated
in the revisions to § 201.66(c)(5)(vii).

4. Pharmacy Provisions

FDA is proposing to add new part 209
(21 CFR part 209) to the regulations to
require pharmacies and authorized
dispensers to distribute the side effects
statement to consumers with each
prescription drug product approved
under section 505 of the act. Under this
part, the term “pharmacies” includes,
but is not limited to, retail, mail-order,
hospital, university, or clinic
pharmacies, as well as public health
agencies that dispense prescription
drugs. The term “authorized dispenser”
means an individual licensed,
registered, or otherwise permitted by the
jurisdiction in which the individual
practices to provide drug products on
prescription in the course of
professional practice. The term includes
health care practitioners who dispense
prescription drug products from their

offices, but does not include the
dispensing of drug samples. FDA does
not intend that part 209 apply to health
care practitioners administering
medication to inpatients in a hospital or
health care facility under an order of a
licensed practitioner, or as part of
supervised home health care. FDA
believes that patients receiving drugs
under these circumstances will rely on
their health care practitioners to
monitor and report adverse events.

While section 17 of the BPCA requires
FDA to reach the broadest consumer
audience, it also requires FDA to
minimize costs to the pharmacy
profession. To minimize the cost of the
requirement for pharmacists to
distribute the side effects statement,
FDA is proposing to provide a range of
options from which pharmacists may
choose. These options are included in
proposed § 209.11(b). FDA invites
comments on other options pharmacies
might use to distribute the side effects
statement.

Proposed § 209.11(b) provides that
pharmacies and authorized dispensers
may choose one of the following
methods, or any combination of the
following methods, to distribute the side
effects statement to consumers: (1)
Attach a standard-size sticker (1 1/2 by
7/16 inches) containing the side effects
statement to the vial, package, or
container of the prescription drug
product; (2) use a pharmacy
prescription vial cap preprinted with
the side effects statement; (3) distribute
a separate sheet of paper containing the
side effects statement; (4) distribute
consumer medication information such
as that provided by pharmacy software
and third party data processing vendors
that contains the side effects statement;
or (5) distribute the appropriate FDA-
approved Medication Guide that
contains the side effects statement.

a. Option 1—sticker. The first option
for distribution of the side effects
statement by pharmacies and authorized
dispensers is to attach a standard-size
pharmacy sticker to the unit package,
vial, or container of the prescription
drug product dispensed to the
consumer. FDA is proposing that the
letter height or type size of the side
effects statement on any sticker attached
to the unit package, vial, or container of
a prescription drug product be no
smaller than 6 points. The side effects
statement should be printed in any
single, clear, easy-to-read type style. To
minimize the cost of this option for
pharmacies, FDA has determined that
the proposed side effects statement will
fit on a standard-size (1 1/2- by 7/16-
inch) pharmacy sticker.

FDA recognizes there may be reasons
that the sticker option is not practicable
for some drug products, e.g., the
packaging of the drug product is too
small to accommodate a sticker, or there
are stickers already necessary that
preclude adding another. FDA is not
proposing to require this option.
Therefore, a pharmacy or authorized
dispenser may choose any other option.

b. Option 2—preprinted vial cap. The
second option for distribution of the
side effects statement by pharmacies
and authorized dispensers is to use a
pharmacy prescription vial cap
preprinted with the side effects
statement. As with the sticker option,
FDA is proposing that the letter height
or type size of the side effects statement
be no smaller than 6 points. The side
effects statement should be printed on
the vial cap in any single, clear, easy-to-
read type style. Use of a preprinted vial
cap should be useful when the
necessary number of stickers on a
prescription vial precludes the addition
of another sticker.

c. Option 3—separate sheet of paper.
The third possible method of
distribution is to provide a separate
sheet of paper with the side effects
statement to consumers. FDA is
proposing that the letter height or type
size of the side effects statement be no
smaller than 10 points to ensure
readability. The side effects statement
should be in a single, clear, easy-to-read
type style. FDA is not proposing any
further requirements on how this
information is presented. The agency
believes that this flexibility will allow
pharmacies and authorized dispensers
who choose this option to use existing
systems to meet this requirement.

d. Option 4—consumer medication
information. Some pharmacies
voluntarily distribute written
information about prescription drug
products to consumers as part of patient
medication counseling activities
(consumer medication information).
This information is often attached to or
placed in the bag into which the
pharmacist puts the prescription drug
product prior to providing it to the
consumer. Consumer medication
information is often produced by third
party data processing vendors.
Therefore, FDA is providing pharmacies
and authorized dispensers with the
option of complying with this regulation
by providing the consumer with
consumer medication information
updated to include the side effects
statement. FDA is proposing that the
letter height or type size of the side
effects statement be no smaller than 10
points to ensure readability. Distributing
this consumer medication information
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with each original and refill
prescription dispensed to consumers
will satisfy the requirements of this part.

e. Option 5—FDA-approved
medication guides. FDA is proposing
that manufacturers include the side
effects statement in FDA-approved
Medication Guides for drug products
approved under section 505 of the act.
Medication Guides are typically
produced by the manufacturer of the
drug product. By regulation
manufacturers are required to provide
Medication Guides or the means to
produce them to authorized dispensers
for distribution to the patient (§ 208.24).
Medication Guides are required to be
printed in no smaller than 10-point
letter height or type size. Pharmacists
and other authorized dispensers may
comply with this regulation by
distributing Medication Guides that
include the side effects statement for
those drug products approved under
section 505. Pharmacists and other
authorized dispensers will need to
choose a different compliance option if
an FDA-approved Medication Guide for
a drug product approved under section
505 of the act has not yet been updated
with the side effects statement, or if the
prescription drug product they are
dispensing does not have a Medication
Guide.

IIL. Legal Authority

Section 17 of the BPCA requires the
agency to issue a final rule mandating
that the labeling of each drug approved
under section 505 of the act include the
toll-free number for reporting adverse
events regarding drugs and a statement
that the number is for reporting
purposes only, not to seek medical
advice. The legislation gives FDA broad
discretion in designing the rule,
requiring only that the labeling
requirement be implemented so as to
reach the broadest consumer audience
and minimize the cost of the rule on the
pharmacy profession.

The proposed rule satisfies these two
statutory requirements. The proposed
rule covers prescription and OTC drugs
approved under section 505 of the act,
and would require manufacturers,
authorized dispensers, and pharmacies
to include the side effects statement on
certain drug product labeling. The scope
of the proposed rule includes these
individuals and entities because they all
participate in labeling drug products
approved under section 505 of the act.
Drug manufacturers are subject to
comprehensive regulation of drug
product labeling under the act and its
implementing regulations (e.g., 21
U.S.C. 352, 21 CFR part 201), and
section 17 of the BPCA explicitly

extends FDA'’s authority to the side
effects statement. Likewise, authorized
dispensers (including pharmacists) and
pharmacies are subject to statutory
labeling requirements under section
503(b)(2) of the act, and the BPCA
contemplates that pharmacies and
authorized dispensers will distribute the
side effects statement with prescription
drug products approved under section
505. Including manufacturers,
authorized dispensers, and pharmacies
within the scope of the proposed rule
will ensure that the side effects
statement reaches the broadest
consumer audience.

FDA is proposing several compliance
options for authorized dispensers and
pharmacies in order to minimize the
cost of the rule on the pharmacy
profession. Of these options, authorized
dispensers and pharmacies may choose
the least costly means to distribute the
side effects statement with prescription
drug products. FDA recognizes that
some pharmacists voluntarily provide
consumer medication information to
patients. Those who do so may put the
side effects statement in that voluntarily
provided information, or they may
choose to comply using one or more of
the other options the agency has
proposed. The other options include
distributing the side effects statement
on: (1) A sticker attached to the unit
package, vial, or container of the drug
product; (2) a preprinted pharmacy
prescription vial cap; (3) a separate
sheet of paper; or (4) an FDA-approved
Medication Guide, if appropriate.

IV. Proposed Effective Date

FDA considered issuing this rule as
an interim final rule to be effective 30
days after the date of its publication in
the Federal Register. The BPCA directs
FDA to issue a final rule within 1 year
of the date of the BPCA’s enactment on
January 4, 2002. FDA is issuing this rule
as a proposal, however, to allow the
affected entities, including
manufacturers and pharmacies, to
comment on the proposed changes to
the regulations.

FDA is proposing that the final rule be
effective 30 days after it is published in
the Federal Register. FDA is proposing
that all manufacturers of drug products,
authorized dispensers, and pharmacies
be in compliance not more than 1 year
after the effective date of any final rule
published in the Federal Register. FDA
anticipates that manufacturers of drug
products, authorized dispensers, and
pharmacies will require time to update
labeling and systems to comply with the
new requirements.

Manufacturers of drug products that
require FDA-approved Medication

Guides will need time to update these
Medication Guides with the side effects
statement and to distribute them to
distributors, packers, and authorized
dispensers. Manufacturers who make
changes to FDA-approved Medication
Guides can submit labeling changes in
annual reports as described in
§314.70(d) (21 CFR 314.70(d)) as a
minor change in labeling and need not
submit a supplemental application to
the agency for preapproval.

Manufacturers of OTC drug products
will require time to update OTC labeling
to make it available to consumers.
Manufacturers of OTC drug products
approved under an NDA can submit
their labeling changes in their annual
reports according to § 314.70(d)(3) and
need not submit a supplemental
application to the agency for
preapproval. Manufacturers of OTC
drug products approved under an
ANDA may also submit these changes in
their annual reports according to
§314.70(d)(3) and § 314.97 (21 CFR
314.97) and need not submit a
supplemental application to the agency
for preapproval.

Pharmacies will require adequate time
to make decisions about their least-cost
option to comply with the rule and
either implement new systems or
update established systems. To decrease
the burden of this rule on pharmacies
and authorized dispensers, as required
by the BPCA, FDA is proposing that 1
year should provide adequate time to
comply with this rule. However, FDA is
soliciting comments on this proposed
compliance date.

Manufacturers of products with
Medication Guides not approved under
section 505 of the act who voluntarily
make changes to Medication Guides to
include the side effects statement can
submit labeling changes in annual
reports as described in
§601.12(f)(3)(i)(A) as a minor change in
labeling and need not submit a
supplemental application to the agency
for preapproval. Manufacturers who
voluntarily make changes to PPIs
required under §§310.501 and 310.515
can submit labeling changes in annual
reports as described in § 314.70(d) as a
minor change in labeling and need not
submit a supplemental application to
the agency for preapproval.

V. Analysis of Economic Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
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alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Under the
Regulatory Flexibility Act, if a rule has

a significant economic impact on a
substantial number of small entities, an
agency must consider alternatives that
would minimize the economic impact of
the rule on small entities. Section 202(a)
of the Unfunded Mandates Reform Act
of 1995 requires that agencies prepare a
written statement of anticipated costs
and benefits before proposing any rule
that may result in an expenditure by
State, local, and tribal governments, in
the aggregate, or by the private sector, of
$100 million in any one year (adjusted
annually for inflation).

The agency believes that this rule is
consistent with the regulatory
philosophy and principles identified in
Executive Order 12866 and in these two
statutes. The proposed rule would
require pharmacies and authorized
dispensers to provide patients with the
side effects statement and require drug
manufacturers to include the statement
on labeling of certain drug products.
Potential one-time costs of the proposed
rule are projected to range from $1.3
million to $3.7 million with annual
compliance costs from $9.2 million to
$22.1 million. Annualized for 10 years,
total compliance costs would be
approximately $9.3 million to $22.6
million at 3 percent discount rate, and
$9.4 million to $22.6 million at 7
percent discount rate. Although the
agency is unable to quantify the
potential benefits of the proposed rule at
this time, improved awareness of drug
safety reporting may increase the
number of serious adverse drug
reactions reported by consumers and
health care practitioners to the
MedWatch program. Potential benefits
of the proposed rule are discussed in
section V.B of this document.
Furthermore, the agency has determined
that the proposed rule is not an
economically significant rule as
described in the Executive order,
because annual impacts on the economy
are substantially below $100 million.
Because the rule does not impose any
mandates on State, local or tribal
governments, or the private sector that
will result in an expenditure in any one
year of $100 million or more, FDA is not
required to perform a cost-benefit

analysis according to the Unfunded
Mandates Reform Act. The current
inflation-adjusted statutory threshold is
about $110 million. With respect to the
Regulatory Flexibility Act, the agency
believes it is unlikely that this proposed
rule will result in a significant economic
impact on a substantial number of small
entities.

The proposed rule would fulfill the
BPCA’s statutory requirement to provide
consumers with a toll-free telephone
number that can be used to report
adverse drug events to FDA. The agency
believes it receives reports for only a
portion of the adverse drug events that
occur. Providing consumers with this
telephone number is expected to
increase public awareness of, and
participation in, the agency’s voluntary
adverse drug events reporting program.
To ensure that the side effects statement
would cover all drug products approved
under section 505 of the act and reach
a wide consumer audience as specified
in the statute, FDA proposes that
labeling of OTC drug products and any
required Medication Guide for a drug
product approved under section 505
must include the side effects statement,
and the side effects statement must
accompany each prescription dispensed
for outpatient use. The agency also
proposes to exercise its discretion to
give affected pharmacies flexibility to
select a method of compliance from
among five options that would
minimize the impact of the proposed
rule. For a discussion of the alternatives
FDA considered in drafting this
proposed rule, see section V.C of this
document. The rule FDA proposes is the
least-expensive alternative that meets
the requirements set forth in section 17
of the BPCA.

A. Costs of Regulation
1. Pharmacy Industry

Both retail and nonretail pharmacies
may dispense prescription drugs to
patients. Retail channels include
independent drug stores, chain drug
stores, mass merchants, grocery stores
with pharmacies, and mail/Internet
services. Nonretail channels include
health maintenance organizations
(HMOs), hospital outpatient
pharmacies, offices of health care
practitioners, and ambulatory care
clinics. Although several sources of
information about the retail pharmacy
sector exist, data on the number of
ambulatory care centers or hospital

outpatient departments dispensing
prescription drugs are limited.

a. Number of affected pharmacies.
The proposed rule may affect all
locations where an authorized dispenser
distributes prescription drug products
for outpatient use. According to the
NACDS, in 2001 there were 55,581 retail
pharmacies, excluding mail order
businesses (Ref. 1). Census data from
1997 show there were 314 mail order or
electronic shopping establishments with
merchandise sales from prescriptions
(Ref. 2). In addition, the agency tallied
the number of establishments with
receipts or revenue from drug products
in Health Care and Social Assistance
sectors using 1997 Economic Census
data (Ref. 3). The Health Care sector
data use a single revenue code for
nonprescription and prescription drugs.
Businesses with receipts or revenues
from drug products that would not be
licensed to dispense prescriptions (e.g.,
chiropractors) or would be
administering drugs directly to patients
(e.g., supervised home health care) were
excluded from the analysis.

A study conducted for FDA found
that, on average, 89 percent of retail
pharmacies currently give patients some
type of written consumer medication
information (Ref. 4). It is uncertain
whether this percentage also represents
nonretail pharmacies. Nevertheless, for
this analysis we assume that clinics and
HMOs are similar to retail pharmacies,
distributing consumer medication
information with 89 percent of the
dispensed prescriptions. In addition,
hospital outpatient services and health
care practitioners’ offices are assumed
currently to provide no written drug
information. The agency solicits
comment on these assumptions.

Whether provided by a third party
vendor or prepared in-house, it is
anticipated that the side effects
statement can be added to existing
databases at a negligible one-time cost.
Since the statement is not expected to
increase the length of existing
documents, the agency has assumed that
only pharmacies and authorized
dispensers not currently providing
written consumer medication
information will incur compliance costs
and be affected by the rule. FDA
requests comment on this assumption.
Table 1 of this document shows the total
number of establishments dispensing
prescriptions and the number
anticipated to be affected by the
proposed rule.



21784

Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Proposed Rules

TABLE 1.—ESTIMATED NUMBER OF AFFECTED RETAIL AND NONRETAIL PHARMACIES

Percentage Not
Type of Pharmacy Total No. of Pharmacies Providing Si]Nritten Nghgfrrﬁgggg’ d
Drug Information
Retail Outlets
Grocery Store! 8,531 11% 938
Independent Pharmacy’ 20,647 21% 4,336
Mail Order/Electronic Shopping? 314 11% 35
Mass Merchant? 5,910 2% 118
Traditional Chain Store? 20,493 2% 410
Nonretail Outlets:
HMO Medical Center3.4 209 11% 23
Hospital Outpatient Service35 5,878 100% 5,878
Office of Health Care Practitioner3.6 7,867 100% 7,867
Outpatient Care Center, except HMO3.7 1,881 11% 207
Total of all Affected Outlets 71,730 19,812

1Source: Ref. 1.

2Source: Ref. 2, Table 2. Includes number of establishments in North American Industry Classification System (NAICS) code 454110 with mer-

chandise sales for code 0161.
3Source: Ref. 3, Tables 1a and 1b.

4Includes number of establishments in NAICS 621491 with receipts or revenue from code 8619. Excludes nonemployer statistics.
5|ncludes number of establishments in NAICS 622 with receipts or revenue from outpatient services (code 5250). Excludes nonemployer sta-

tistics.

8|ncludes number of establishments in NAICS 62111, 62121, 62132, 62139, with receipts or revenue from code 8619. Excludes nonemployer

statistics.

7Includes number of establishments in NAICS 62141, 62142, 621492, 621493, 621498, with receipts or revenue from code 8619. Excludes

nonemployer statistics.

b. Prescriptions dispensed. For those
pharmacies not providing written
consumer medication information, the
compliance costs of the proposed rule
would be proportional to the number of
outpatient prescriptions that affected
pharmacies dispense annually.
Consequently, smaller pharmacies
dispensing fewer prescriptions than
larger pharmacies would incur lower
costs. Moreover, the proposed rule
requires distributing the side effects
statement with both new and refill
prescriptions. Since individuals with
multiple chronic conditions could
potentially receive the side effects
statement many times each year, the

agency solicits comment on whether the
statement could be distributed less
frequently to this subset of individuals
without increasing the burden on
pharmacies.

IMS Health collects data on the
number of prescriptions dispensed as
well as the number of pharmaceutical
products purchased by the retail
channels. In contrast, only data on the
number of products purchased by
nonretail channels are available.
Because the types of drugs and dosage
forms dispensed to outpatients are
expected to be similar for retail and
nonretail channels, the agency uses IMS
data from both channels to derive

estimates of the number of prescriptions
dispensed annually by nonretail
pharmacies (IMS Health, National
Prescription Audit Plus, Provider
Perspective, Retail Perspective, see
appendix for details). Based on volume
from 2001, pharmacies are estimated to
dispense between 3.28 billion and 3.64
billion prescriptions to outpatients each
year (table 2 of this document).
However, this number is expected to
increase over time. Estimates from
NACDS predict that future drug use will
increase approximately 26 percent by
the year 2005 (Ref. 1). The agency
requests comment on these estimates.
BILLING CODE 4160-01-S
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Table 2.--Estimated Number of Outpatient Prescriptions by
Type of Pharmacy

Prescriptions Dispensed

Retail Outlets: (million)
Grocery Store! 426.5
Independent Pharmacy’ 778.7
Mail Order or Electronic Shopping’ 163.5
Mass Merchant? 311.0
Traditional Chain Store ? 1,418.0

Range of Prescriptions
Dispensed(million) °

Nonretail Outlets: From: To:
HMO Medical Center 16.6 25.4
Hospital Outpatient Service 98.2 317.1
Office of Health Care Practitioner 8.2 9.2
Outpatient Care Center, except HMO 62.6 194.0

Total Outpatient Prescriptions 3,283.2 3,643.4

! Source: IMS Health, National Prescription Audit Plus™, Year

2001, data extracted June 2002.

Source: Ref. 1.

® See appendix for methodology used to estimate the number of
nonretail prescriptions. Sources: IMS Health, National
Prescription Audit Plus™, Year 2001, Data Extracted June
2002; IMS Health, Provider Perspective™, Year 2001, Data
Extracted June 2002; IMS Health, Retail Perspective™, Year
2001, data extracted June 2002.

BILLING CODE 4160-01-C
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c. Compliance costs for pharmacies.
The proposed rule provides several
compliance options, allowing
pharmacies and authorized dispensers
flexibility to select the least costly
compliance method. The proposed rule
describes five ways pharmacies and
authorized dispensers can distribute the
side effects statement to patients. These
methods may be used individually or
together in any combination, and
include: (1) Attaching a standard-size
sticker to the prescription container, (2)
distributing a separate sheet of paper,
(3) distributing consumer medication
information containing the side effects
statement, (4) using an imprinted vial
cap, or (5) distributing the appropriate
FDA-approved Medication Guide.
Moreover, the widespread and growing
use of electronic communication
presents the opportunity to innovatively
inform consumers about public health.
FDA solicits suggestions on possible
electronic methods to distribute the side
effects statement that would comply
with the BPCA'’s statutory mandate, and
comment on what burden such
solutions might impose on pharmacies
and drug manufacturers. FDA also
requests comment on whether electronic
means of distributing the side effects
statement would be consistent with the
statutory definition of “labeling.”

The magnitude of the compliance
costs will depend on whether a
pharmacy is currently using one or more
of these methods. For example, although
third party vendors of consumer
medication information software would
incur negligible one-time costs
modifying their databases to include the

side effects statement, FDA believes that
pharmacies using this type of software
will incur no additional costs. Similarly,
if a drug information database is
managed in-house and the pharmacy is
already handing out consumer
medication information to patients, only
a negligible one-time cost to add the
statement may be incurred. For
prescription drug products with
Medication Guides, pharmacies and
authorized dispensers will incur no
additional costs since they are already
required to distribute Medication
Guides with those products. Outlets
already using imprinted vial caps that
elect to add the statement to the cap
may incur negligible one-time costs to
prepare a new stamping template. In
contrast, switching from a non-
imprinted vial cap to one imprinted
with the side effects statement might
increase the cost of each vial cap by an
estimated 15 percent.

Some pharmacies, however, might
incur new costs for each prescription
they dispense. To illustrate the potential
impact, the agency calculates the
associated costs to affix a sticker,
preprinted with the statement, on the
prescription container. The agency
believes that this option reflects the
highest potential cost of the proposed
rule to pharmacies and authorized
dispensers. A box of series 1 preprinted
stickers contains 1,000 stickers at a cost
of $2.90, or $0.003 per sticker. In
addition to the cost of the sticker,
pharmacy personnel may spend about 5
minutes per 1,000 stickers for ordering
and inventory control and 5 seconds to
affix each sticker to the container.

Although in some small establishments
a pharmacist may perform these tasks, a
pharmacy technician or pharmacy
school intern would probably perform
these actions. Therefore, a range of labor
costs are calculated with a pharmacy
technician’s mean and 90 percentile
loaded hourly wage rates of $14.53 and
$20.38, respectively, including 40
percent for benefits (Ref. 5). The annual
costs of the proposed rule for affected
retail pharmacies may range from $6.4
million to $8.7 million, and from $2.8
million to $11.5 million for nonretail
pharmacies. If the entire affected
pharmacy industry complied using this
option, the proposed rule may cost from
$9.2 to $20.2 million annually (table 3
of this document).

Pharmacies could also elect to hand
out a piece of paper printed with the
side effects statement. Costs for this
option depend on the size and quality
of the paper. However, based on retail
prices, a single sheet of paper and the
ink to print the side effects statement
cost approximately $0.013. A sheet of
paper can comfortably accommodate
from 8 to 20 statements in 10-point font,
depending on the spacing between
statements. Thus, the per statement cost
of materials for this option ranges from
about $0.001 to $0.002, substantially
less than the sticker option. However,
because the time required to cut up a
piece of paper and distribute it with the
prescription may exceed the time
needed to affix a sticker, the average
total cost to distribute a piece of paper
is anticipated to be similar to the
average total cost of the sticker option.

TABLE 3.—POTENTIAL COMPLIANCE COSTS FOR PHARMACIES?

Average No. Cost of
No. of Affected : ; Labor Costs Total Cost
Type of Pharmacy Outlets of Dlzlsqpxgnsed S(gcléﬁlr)s ($ mil) ($ mil)
Retail Outlets:
Grocery Store 938 49,997 $0.14 $1.00 to $1.41 | $1.14 to $1.54
Independent Pharmacy 4,336 37,714 $0.47 $3.50 to $4.91 | $3.97 to $5.38
Mail Order or Electronic Shopping 35 520,732 $0.05 $0.38 to $0.54 | $0.44 to $0.59
Mass Merchant 118 52,623 $0.02 $0.13 to $0.19 | $0.15 to $0.20
Traditional Chain Store 410 69,194 $0.08 $0.61 to $0.85 | $0.69 to $0.93
Retail Subtotal 5,837 $0.76 $5.63 to $7.89 | $6.39 to $8.66
Nonretail Outlets:
HMO Medical Center 23 79,244 to $0.01 to $0.01 | $0.04 to $0.08 | $0.04 to $0.09
121,688
Hospital Outpatient Service 5,878 16,704 to $0.28 to $0.92 | $2.10 to $9.52 $2.39 to
53,947 $10.44
Offices of Health Care Practitioner 7,867 1,042 to 1,171 | $0.02 to $0.03 | $0.18 to $0.28 | $0.20 to $0.30
Outpatient Care Center, except HMO 207 33,262 to $0.02 to $0.06 | $0.15 to $0.64 | $0.17 to $0.70
103,126
Nonretail Subtotal 13,975 $0.33 to $1.02 $2.46 to $2.80 to
$10.52 $11.53
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TABLE 3.—POTENTIAL COMPLIANCE COSTS FOR PHARMACIES'—Continued
Average No. Cost of
No. of Affected : ; Labor Costs Total Cost
Type of Pharmacy Outlets of leqpxgnsed S(gcléﬁlr)s ($ mil) ($ mil)
Industry Total 19,812 $1.10 to $1.78 $8.09 to $9.19 to
$18.41 $20.19

1Totals may not sum due to rounding.

2 Average number of dispensed Rx calculated by dividing the number of prescriptions dispensed in Table 2 of this document by the total num-

ber of pharmacies in Table 1 of this document.

2. Drug Manufacturers

a. Number of affected products. The
proposed rule requires that, within 1
year of the effective date of the final
rule, manufacturers of OTC drugs
approved under section 505 of the act
add the side effects statement to drug
product labeling, and manufacturers of
any prescription drug product with an
FDA-approved Medication Guide add
the side effects statement to that
Medication Guide. The agency estimates
that the rule may affect approximately
522 OTC products, including 350
branded and 172 private label products,
and up to 18 prescription drug products
with Medication Guides.

b. Cost to modify product labeling.
The proposed rule requires that the side
effects statement be included in the
“Warning(s)” section of the “Drug Facts”
box, adding 101 characters to drug
product labeling. Because of the brevity
of the statement, the agency anticipates
that manufacturers of the affected
products may incur a one-time cost to
modify labeling, but no additional
incremental printing or packaging
modification costs. The agency solicits
comment on this assumption. OTC
products marketed under NDAs or
ANDAs usually have 2 to 3
stockkeeping units (SKUs), suggesting
that up to 1,050 branded packages and
520 private label packages might be
affected by the final rule. Revising
labeling of branded OTC products may
cost about $3,000 for each branded SKU
and $1,000 for each private label SKU.
Because nonprescription drug
manufacturers often use the packaging
of OTC products to market their
products and change labeling
frequently, some labeling costs of the
proposed rule would be incurred in the
normal course of business. Thus, the per
SKU cost estimates are an upper bound.
New compliance costs for
nonprescription drug manufacturers
may range from $1.2 million with one
SKU per affected product to $3.7
million with three SKUs per affected
product. The agency solicits comment
on the number of SKUs affected by the
proposed rule and the potential new

compliance costs to revise the product
labeling of these SKUs.

Manufacturers of prescription drug
products change labeling less frequently
than OTC manufacturers and therefore
may also incur some excess inventory
loss because of the 12-month
implementation period. Including
excess inventory loss and scrap of
$1,463, adding the statement to
Medication Guides may cost
manufacturers an average of $4,177 per
product. Within the first year, OTC and
prescription drug manufacturers
together might incur one-time costs
from $1.3 million to $3.7 million to
comply with the proposed rule.
Annualized for 10 years, compliance
costs would range from $0.2 million to
$0.4 million at 3 percent discount rate,
and from $0.2 million to $0.5 million at
7 percent discount rate.

3. Burden on FDA

Approximately 100 calls are received
each week by the MedWatch program.
When a consumer contacts the agency
directly by telephone, a MedWatch 3500
form and instructions are mailed.
Because some questions on the
MedWatch 3500 form request clinical
information, the instructions
recommend that patients work with
their health care practitioner to
complete the form. However, the
confidential nature of the reporting
program makes it difficult to track the
number of forms consumers return to
the agency. In 2001, consumers
submitted 1,788 direct reports. This
suggests that roughly one-third of the
mailed forms are returned.

It is uncertain if receiving the side
effects statement with dispensed
prescriptions will cause more
consumers to call the MedWatch
program and report their drug side
effects. According to an agency
communications specialist, it is likely
that some consumers may call the toll-
free number with questions or
comments unrelated to the intended
purpose of safety reporting. Moreover,
health care practitioners can report
serious adverse drug events to the
agency by telephone. From 1998 to
2001, an average of 718 such telephone

reports were submitted annually. Even
though health care practitioners are not
the direct focus of the proposed rule, it
is possible that the rule may cause an
increase in direct reporting from health
care practitioners. Although the agency
cannot predict the additional number of
calls and reports that might result from
the proposed rule, the impact on the
agency could be substantial.

It costs the agency an average of $5.60
for each consumer call to the MedWatch
program to answer the telephone,
process the call, and mail the
MedWatch form. Once the MedWatch
form is returned, the agency may spend
up to $25.00 processing the form and
entering the data in the Adverse Events
Reporting System (AERS). If only one-
third of the calls to MedWatch produce
an adverse drug event report, each
consumer report would cost the agency
about $41.80. However, if every
telephone call produces a consumer
report, the per report cost decreases to
$30.60. Furthermore, reports submitted
directly to the MedWatch Website
would only cost $25 since there are not
additional costs to answer and process
the telephone call. Moreover, if there is
a substantial increase in the number of
telephone calls, the agency might also
incur fixed costs for additional
telephone and computer equipment.

MedWatch data suggest that
telephone reports from practitioners
account for approximately 5 percent of
the direct reports submitted by mail,
facsimile, or telephone. In contrast to
consumer reports, telephone reports
from health care practitioners may take
up to 1.25 hours to process, costing the
agency an estimated $67.31 ($53.85 per
hour x 1.25 hours). However, the agency
does not know the number and source
of new direct calls and reports it might
receive in response to this rule.
Therefore, table 4 presents five
scenarios to illustrate the possible
impact of the proposed rule on the
agency if the volume of consumer calls
increased by approximately 0.05
percent, 1 percent, 50 percent, 500
percent, or 1,000 percent over current
levels. Because the 3-to-1 relationship of
calls to reports could vary, each
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scenario shows the impacts on the
agency with a range of 1 to 3 calls for
each direct report submitted to
MedWatch by consumers. Variable costs

for FDA could range from $42 to
$1,923,308 annually. The agency solicits
comments from industry on their
experience with consumer telephone

calls to toll-free numbers and the
proportion of the calls related to safety
issues.

TABLE 4.—POTENTIAL ANNUAL COST OF INCREASED DIRECT CALLS AND REPORTS TO FDA’S MEDWATCH PROGRAM

Potential Scenarios2
1 2 3 4 5

No. of Additional Calls Received 3 60 3,000 30,000 60,000
No. of Additional Reports Returned by Mail or Fax 1t03 20 to 60 | 1,000 to 3,000 10,000 to 20,000 to
30,000 60,000
Potential Cost for Additional Calls and Direct Reports3 $42 to $92 $836 to $41,800 to $418,000 to $836,000 to
$1,836 $91,800 $918,000 $1,836,000

No. of Telephone Reports from Health Care Practi-
tioners# 0 1 50 500 1,000
Potential Cost for Telephone Reports from Practitioners $0 $87 $4,365 $43,654 $87,308
Total Potential Annual Cost $42 to $92 $923 to $46,165 to $461,654 to $923,308 to
$1,923 $96,165 $961,654 $1,923,308

1Roughly one-third of the MedWatch calls from consumers result in a completed report being returned to FDA. However, calls from other
sources may have better yields than calls from consumers. A new telephone call might yield between one and three new reports. Because of this
uncertainty, each scenario presents a range of potential costs that could be associated with an increase in the number of telephone calls to

MedWatch.

2Totals may not sum or multiply due to rounding.

3This estimate assumes that all direct consumer reports would be initiated by telephone calls to the MedWatch program and may overstate the
potential costs if a substantial number of reports are submitted via the Internet.

4Based on FDA data, approximately 5 percent of direct reports received from sources other than the Internet are telephone reports from health
care providers. Estimate corresponds to 5 percent of the lower limit of the potential number of new reports.

4. Total Potential Costs of Proposed
Rule

As illustrated previously, affected
pharmacies and authorized dispensers

may incur negligible one-time costs or
increased annual costs, FDA may incur
increased annual costs, and affected
drug manufacturers and third party
vendors of consumer medication

information may incur one-time costs in
the 12 months following the effective
date. Table 5 summarizes the range of
potential costs of the rule. The agency
requests comment on these estimates.

TABLE 5.—SUMMARY OF COMPLIANCE COSTS OF PROPOSED RULE!

) Annualized Costs
Affected Sector One-'(l'émn?")Costs Ann(léa%(i,;)osts ($mil)

3 percent | 7 percent
Retail Pharmacies $6.4-$8.7 $6.4-%$8.7 $6.4-%$8.7
Nonretail Pharmacies $2.8-$11.5 $2.8-$11.5 | $2.8-$11.5
Drug Manufacturers $1.3-%$3.7 $0.2-%0.4 $0.2-%0.5

PPl Vendors $0.0 $0.0 $0.0
FDA $0.0-$1.9 $0.0-%1.9 $0.0-%1.9
Total $1.3-%$3.7 $9.2-$22.1 $9.3-%$22.6 | $9.4-$22.6

1Totals may not sum due to rounding.

B. Benefits of Regulation

The proposed rule would alert
patients receiving prescription products
to contact their doctor for medical
advice about drug side effects and
would provide a toll-free telephone
number to report side effects to FDA.

All drug products have risks as well
as benefits. Every year over 100 NDAs,
including about 30 for new molecular

entities, are approved in the United
States (Ref. 6). Initial approval is based
on the risks and benefits identified
during the clinical trial phase of drug
development. Although designed to
detect common serious adverse drug
reactions, premarketing clinical trials
are not sufficiently large to detect very
rare adverse events. Some uncertainty
about the risks of approved drugs will

always exist, requiring a system of
postmarketing surveillance. In the
United States, the agency’s MedWatch
program provides the mechanism for
health care professionals and patients to
voluntarily report serious adverse
events and product problems.

Many adverse drug events in the

outpatient setting are not systematically
tracked and recorded. The agency



Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Proposed Rules

21789

estimates it receives reports of between
1 and 10 percent of the actual adverse
drug events that occur (Ref. 7). While
drug manufacturers are required to
notify FDA of certain adverse drug
events, reports from individuals and
health care professionals are voluntary.
Consumers submitted only 8 percent of
the 22,645 voluntary (i.e., direct) reports
received by the agency in 2001.
Increasing patient awareness of the
MedWatch program may enhance
patient participation. Moreover, since
the agency encourages patients to report
serious side effects through their
provider, the proposed rule may also
increase reporting from health care
practitioners.

Drug-related illness costs society
billions of dollars in direct medical care
and lost productivity every year. Results
of a large study of hospital discharge
records conducted in Utah and Colorado
suggest that adverse drug events cost
society at least $42.5 billion each year
of which only $18.5 billion would be
considered preventable medication
errors (Ref. 8). A recent revision of the
1995 Johnson and Bootman cost-of-
illness model predicts that drug-related
morbidity and mortality occurring in
ambulatory care settings cost about
$177.4 billion each year (Ref. 9).

The agency has no quantitative
information about the value of
additional drug safety reports that it
might receive once the toll-free number
is widely distributed to the public.
Reports of adverse drug events provide
the agency with “signals” that a drug
product might have previously
unidentified risks. Once a signal is
detected, the agency can decide whether
further action is necessary to protect

public health. The proposed rule has the
potential to increase the number of
direct reports being submitted, thereby
providing the agency with more data
about potential serious adverse drug
events. Having more data may make it
easier for the agency to detect signals
about previously unknown risks of
drugs. However, it is also possible that
the toll-free number will encourage calls
unrelated to drug product safety.
Because the number and nature of calls
that will be generated by the toll-free
number are unknown, the agency
cannot quantify the potential benefits of
this rule. Moreover, findings of studies
on the effectiveness of warning labels
suggest that adding an additional sticker
to an overcrowded prescription vial
could dilute the impact of existing
warnings (Ref. 10). Therefore, the
agency solicits comment on the
potential effects that could be
anticipated from this rule.

C. Impact on Small Entities

1. The Need for the Proposed Rule

The Regulatory Flexibility Act
requires the agency justify the need for
the proposed rule. As described
previously, the proposed rule fulfills the
statutory requirement of the BPCA to
provide consumers with a toll-free
telephone number to report adverse
drug events to FDA, along with a
statement that the number is not to seek
or obtain medical advice.

2. Description of the Affected Small
Entities

a. The pharmacy industry. The
proposed rule will affect pharmacies
and authorized dispensers in both the
Retail Trade sector and the Health Care

and Social Assistance sector that
dispense prescriptions to outpatients.
For the purposes of this initial
regulatory flexibility analysis, affected
firms are considered small if they are:
(1) A for-profit firm that meets the
definition of small according to the
current Small Business Administration
(SBA) industry size standards; (2) an
independently owned and operated,
not-for-profit enterprise that is not
dominant in its field; or (3) operated by
a small governmental jurisdiction with
a population of less than 50,000
individuals. Since SBA size standards
differ from Census size categories, in the
retail sector, all for-profit firms with
receipts less than the Census size shown
in table 6 of this document are
considered small. Using Census data
will slightly overestimate the number of
small entities.

Although the agency knows of no data
on the number of small retail entities
dispensing pharmaceutical drugs, the
Census Bureau reports the number of
establishments with prescription drugs
as a merchandise line, and the number
of firms by annual sales categories. If the
proportion of establishments with
merchandise sales from prescription
drugs is uniform across all size firms,
approximately 26,621 small entities may
dispense prescriptions. Furthermore, if
the proportions in Table 1 of this
document also apply equally to small
entities (i.e., the proportion not
currently distributing written drug
information), approximately 4,879 small
retail firms would be affected by the
proposed rule (table 6 of this
document). FDA solicits comment on
these assumptions.

TABLE 6.—ESTIMATED NUMBER OF AFFECTED SMALL RETAIL FOR-PROFIT ENTITIES

No. of :
Estimated
Census | SBASize | No.of | Share | Small 1 =Ne of
Description of Business and NAICS Code Size Standard Small Sales With Affected
($ mil) ($ mil) Entities? > Small
From Ry Sales Entities
From Rx
Supermarkets and other grocery stores, except convenience
(445110) $25.0 $23.0 36,728 17.8% 6,543 720
Convenience stores (445120) $25.0 $23.0 17,159 1.9% 320 35
Pharmacies and drug stores (4461101) $10.0 $6.0 19,516 100.0% 19,516 4,098
Discount or mass merchandising department stores, excluding
leased (4521102) $25.0 $23.0 28 47.6% 13 0
Electronic shopping and mail-order houses (454110) $25.0 $21.0 7,314 3.1% 229 25
Total 80,745 26,621 4,879

1Source: Table 4 in Ref. 11. May include small entities that do not dispense pharmaceutical drugs.

Ref. 2

2Equals the percent of all establishments in the NAICS with sales from merchandise line code 0161 (i.e., prescriptions). Source: Table 2 in
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In the Health Care and Social
Assistance sector, both for-profit and
not-for-profit entities may dispense
prescriptions for outpatient use and
would therefore be affected by the
proposed rule. Census data exist on the
number of establishments with receipts
and revenues from prescription or
nonprescription drugs as well as on firm
size data. Table 7 of this document

summarizes the estimated number of
small for-profit firms with receipts from
prescription or nonprescription drugs,
and firms anticipated to be affected by
the rule. Based on the Census receipt
size most closely matching the SBA size
standard and the share of for-profit
establishments with receipts from
prescription or nonprescription drugs
(i.e., Receipt Line (RL) code 8619), there

are approximately 6,855 small for-profit
entities in this sector. (Again, using
Census data slightly overestimates the
number of small entities.) Applying the
proportion of affected firms from table

1 of this document, an estimated 6,577
small for-profit firms may be affected by
the rule.

TABLE 7.—THE NUMBER OF AFFECTED SMALL FOR-PROFIT NONRETAIL ENTITIES

Share of No. of Estimated
Census | SBA Size | No. of rggirlg:;t- ESnr;?ﬁaéls No. of
Description of Business and NAICS Code Size Standard Small lets With | With Re- | Affected
($ mil) ($ mil) Entities” | Rocei h Small
eceipts ceipts Entities
From R | From Ry
Offices of physicians (62111) $10.0 $8.50 151,479 2.8% 4,177 4,177
Offices of dentists (62121) $10.0 $6.00 101,932 1.3% 1,280 1,280
Offices of optometrists (62132) $10.0 $6.00 14,570 3.0% 441 441
Offices of other health care practitioners (62139) $10.0 $6.00 11,678 3.5% 404 404
Family planning centers (62141) $10.0 $8.50 273 9.0% 25 3
Outpatient mental health & substance abuse centers (62142) $10.0 $8.50 1,507 2.3% 35 4
HMO medical centers (621491) $10.0 $8.50 14 19.8% 3 0
Kidney dialysis centers (621492) $50.0 $29.00 355 25.9% 92 10
Free-standing ambulatory surgical & emergency centers (621493) $10.0 $8.50 1,235 9.5% 117 13
Other outpatient care centers (621498) $10.0 $8.50 1,891 2.2% 42 5
Hospital outpatient services (622) $50.0 $29.00 282 85.0% 240 240
Total 285,216 6,855 6,577

1Source: Table 4a in Ref. 12. May include small entities that do not dispense prescription drugs.
2Equals the percent of all establishments in the NAICS with receipts from code 8619 (i.e., prescription and nonprescription drugs). Source:

Table 1a in Ref. 3.

Similar to the table on the number of
for-profit small entities in the Health
Care sector, table 8 of this document
summarizes the estimated number of
small not-for-profit firms. For this
analysis, single-unit firms exempt from
Federal income tax are treated as small.
This definition of a small entity may

overstate the number of small,
government, hospital-based outpatient
clinics since some single-unit hospitals
are located in jurisdictions with
populations larger than 50,000. Similar
to other outlets in the Health Care
sector, not-for-profit firms dispensing
drugs are assumed to be equally

distributed across all firm sizes.
Therefore, based on the 1997 Economic
Census data, about 2,085 small not-for-
profit entities may dispense drugs (i.e.,
have revenues from RL code 8619).
Applying the Table 1 proportions, the
proposed rule is estimated to affect
1,834 of these small entities.

TABLE 8.—THE NUMBER OF AFFECTED SMALL NOT-FOR-PROFIT NONRETAIL ENTITIES

Share of All No. of Small ;

No. of Small Not-for-Profit Not-for-Profit Esot;ng?ftggel\éo.

Description of Business and NAICS Code Entities Outlets With Entities With | o1l Not-for-

Revenues Revenues Profit Entities

From Ry2 From Ry

Family planning centers (62141) 454 39% 176 19
Outpatient mental health & substance abuse centers (62142) 698 1% 5 1
HMO medical center (621491) 2 31% 1 0
Kidney dialysis centers (621492) 9 8% 1 0
Freestanding ambulatory surgical & emergency centers (621493) 55 6% 3 0




Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Proposed Rules

21791

TABLE 8.—THE NUMBER OF AFFECTED SMALL NOT-FOR-PROFIT NONRETAIL ENTITIES—Continued

Share of All No. of Small :
No. of Small Not-for-Profit Not-for-Profit E%tfm'&?ffgel\éo.
Description of Business and NAICS Code Entities Outlets With Entities With Small Not-for-
Revenues Revenues Profit Entities
From R,2 From R«
Other outpatient care centers (621498) 984 10% 96 11
Hospital outpatient services (622 2,033 89% 1,803 1,803
p p
Total 4,235 2,085 1,834

1Source: Table 3b in Ref. 12. May include small single unit firms that do not dispense prescription drugs.
2Equals the percent of all establishments in the NAICS with revenues from code 8619 (i.e., prescription and nonprescription drugs). Source:

Table 1b in Ref. 3.

Most pharmacies and authorized
dispensers currently distribute
information to patients using at least
one of the five proposed compliance
methods. These small entities would
incur only negligible one-time costs to
add the side effects statement and
would not require any additional skills.
The agency requests comment on these
assumptions. Although pharmacies can
choose the least-cost compliance
method from among five options, about
11 percent of pharmacies that currently
do not distribute consumer medication
information to patients could incur new
annual costs to comply with the
proposed rule. These costs would be
proportional to the number of
prescriptions dispensed. Because all
options involve tasks normally
performed in a pharmacy, no additional
skills would be required. FDA believes
adding a preprinted sticker with the
side effects statement would likely be
the most costly means of compliance.
The agency estimates that adding a
preprinted sticker with the statement to
a prescription container would cost up
to $0.03 per prescription. NACDS
reports that in 2001, retailer pharmacies
received approximately $10.57 for the

average prescription costing $50.17 (Ref.
1). Adding a sticker might reduce
affected retail pharmacy revenues by 0.3
percent. FDA believes this would not
result in a significant economic impact
on a substantial number of small retail
pharmacies.

b. Drug manufacturers. The proposed
rule will also affect drug manufacturers
of products with Medication Guides or
OTC products approved under section
505 of the act. According to the SBA
size standards, Pharmaceutical
Preparation Manufacturing firms
(NAICS 325412) with fewer than 750
employees are considered small. Since
the Census Bureau uses different
employment size categories than the
SBA, the number of small entities is
based on the percentage of
establishments with less than 1,000
employees. According to this definition,
97 percent of all establishments
operating in 1997 were small (Ref. 13).
If a similar share of firms in this sector
are small, 1999 data suggest there could
be up to 730 small entities in this sector
(Ref. 14).

Small manufacturers of drug products
with FDA-approved Medication Guides
may incur an average of $3,165 in one-
time costs to revise labeling of each

affected product. Table 9 of this
document illustrates the possible
impacts on these manufacturers.
Depending on production volume, the
annualized costs of the proposed rule
will add between $0.005 and $0.45 per
unit sold. Moreover, NACDS reports
that manufacturers receive $37.93 of the
average $50.17 cost of a prescription
(Ref. 1). If this figure is representative
for the small entities affected by the
rule, the additional annualized cost
might reduce average receipts by less
than 1.25 percent. FDA requests
comments on these estimates from
affected small entities.

Manufacturers of affected OTC
products may spend between $1,000
and $3,000 to change their labeling. The
effect on individual firms will vary with
the number of products the firm must
modify. The agency cannot assess the
economic impact of the proposed rule
on the small OTC manufacturers
because Census does not report sales
data for OTC products sold through all
markets. However, most small firms
manufacture few affected stock keeping
units and might not incur significant
regulatory costs. The agency requests
comment from affected small entities.

TABLE 9.—ESTIMATED COST FOR SMALL ENTITIES WITH THREE ALTERNATIVE LEVELS OF PRODUCTION

No. of Units, With Medication Guides, Sold Annually
1,000 10,000 100,000
Annualized cost to revise labeling? $450.58 $450.58 $450.58
Additional cost per unit sold $0.45 $0.05 $0.005
Additional cost per unit sold as a percentage of average manufacturer’s share
of retail prescription cost? 1.19% 0.12% 0.01%

1$450.58 equals the $3,164.71 one-time cost, annualized at 7% for 10 years.
2Based on an average share of $37.93 (Ref. 1).

As a result of this analysis, FDA
believes that this proposed rule would
not have a significant economic impact
on a substantial number of small
entities.

c. Alternatives considered.

Alternative implementation schedule

Because of the requirements of the
BPCA, FDA considered a shorter
implementation schedule, requiring

compliance within 6 months of the
effective date of the rule. However, the
BPCA also mandates action that
minimizes the cost on pharmacies and
reaches the broadest consumer
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audience. To address all of these
requirements, the agency selected a 1-
year implementation plan. This longer
period will provide adequate time for all
affected establishments to comply with
the rule and specifically reduce the cost
burden on small entities.

Require side effects statement for all
drug labeling

The agency considered, but rejected,
requiring that the side effects statement
be added to the “physician labeling” of
all prescription drug products. The
BPCA requires that the statement reach
the broadest consumer audience
possible. Physician labeling is targeted
to health care practitioners and
pharmacists. Although consumers may
have access to this labeling, it is not
intended for the consumer audience.
Thus, adding the statement to physician
labeling would cause firms of all sizes
to incur costs that would not be
necessary to achieve the goal of reaching
a broad consumer audience.

Furthermore, the agency has proposed
changes to physician labeling that will
require drug manufacturers to include
contact information, including the
MedWatch telephone number, so that
health care practitioners may report
serious adverse drug reactions. These
proposed changes will inform
consumers who do access physician
labeling how to report adverse events to
FDA. If the proposed rule also required
that firms add the side effects statement
to physician labeling, many firms might
be required to change labeling twice in
a short period of time. This could be
especially burdensome on small
entities.

The one-time cost of this alternative
would be approximately $15.6 million,
including any excess inventory losses
with a 1-year implementation schedule.
However, allowing firms additional time
to change labeling would reduce the
costs of this alternative. For example,
following a schedule staggered over 7
years after the effective date, similar to
that proposed for the physician labeling
rule, reduces the one-time cost of this
alternative to $12.7 million with a
present value of $8.0 million. Moreover,
with a longer implementation schedule,
some firms could avoid these
compliance costs by adding the side
effects statement when they revise drug
product labeling for other reasons.

The agency also considered, but
rejected, requiring the side effects
statement to be included in PPIs.
However, because not all prescription
drug products carry PPIs, FDA
determined that it was not the most
effective way to reach a broad consumer
audience, and would be duplicative of

other methods the agency is proposing
to distribute the side effects statement.

Alternative statement

FDA considered but rejected several
alternatives for the proposed side effects
statement. The agency considered a
more comprehensive side effects
statement to clarify when consumers
should call FDA. The agency also
considered requiring that the side
effects statement be formatted in a larger
type size than currently proposed for
the sticker and vial cap options. The
agency determined that these
alternatives would require pharmacies
to use larger, nonstandard stickers,
thereby increasing compliance costs.
The agency is proposing a more succinct
side effects statement and smaller type
size for the sticker and vial cap options
in order to reduce the burden on small
entities.

Options for pharmacies and
authorized dispensers

FDA considered several options
pharmacies and authorized dispensers
could use to satisfy the requirements of
the proposed rule. FDA has included all
of these options in its proposal in order
to minimize the effects of the rule on the
pharmacy profession.

VI. Paperwork Reduction Act

FDA tentatively concludes that this
proposed rule contains no collections of
information. Therefore, clearance by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (the PRA) (Public Law 104—
13) is not required. FDA is proposing to
amend its regulations to require a
labeling statement be added to certain
categories of drug product labeling. The
proposed labeling statement for
prescription drugs products is, “Call
your doctor for medical advice about
side effects. You may report side effects
to FDA at 1-800-FDA-1088.” For OTC
drug products approved under section
505 of the act, the agency is proposing
to use the existing subheading in
§201.66(c)(5)(vii) that states, “Stop use
and ask a doctor if,” followed by the
bulleted statement “side effects occur.”
The second sentence would remain the
same as for prescription products: “You
may report side effects to FDA at 1-800—
FDA-1088.” These labeling statements
are not subject to review by OMB
because they are “originally supplied by
the Federal Government to the recipient
for the purpose of disclosure to the
public” (5 CFR 1320.3(c)(2)) and are not
considered a collection of information
under the PRA.

VII. Environmental Impact

The agency has considered the
environmental effects of this proposed

rule and has determined under 21 CFR
25.30(h) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VIII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule
does not contain policies that have
substantial direct effects on the States,
on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the proposed
rule does not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

IX. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES). Two paper copies of any
written comments are to be submitted,
except that individuals submitting
written comments or anyone submitting
electronic copies may submit one paper
copy. Comments are to be identified
with the docket number found in
brackets in the heading of this
document. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

X. References
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placed on display in the Division of
Dockets Management and may be seen
by interested persons between 9 a.m.
and 4 p.m., Monday through Friday.
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subsequent changes to the Web site after
this document publishes in the Federal
Register.)
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List of Subjects
21 CFR Part 201

Drugs, Labeling, Reporting and
recordkeeping requirements.

21 CFR Part 208

Labeling, Prescription drugs,
Reporting and recordkeeping
requirements.

21 CFR Part 209

Authorized dispensers, Drugs,
Pharmacies, Prescription drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR parts 201 and 208 be amended
and part 209 be added as follows:

PART 201—LABELING

1. The authority citation for 21 CFR
part 201 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 358, 360, 360b, 360gg—360ss, 371,
374, 379e; 42 U.S.C. 2186, 241, 262, 264.

2. Amend § 201.66 by adding two
sentences at the end of paragraph
(c)(5)(vii) to read as follows:

§201.66 Format and content requirements
for over-the-counter (OTC) drug product
labeling.

* * * * *

(C] * * %

(5) EE .

(vii) * * * For all OTC drug products
under an approved drug application, the
following text shall immediately follow
the subheading: “[Bullet] side effects
occur. You may report side effects to
FDA at 1-800-FDA-1088.” The
telephone number must appear in a
minimum 6-point bold letter height or
type size.

* * * * *

PART 208—MEDICATION GUIDES FOR
PRESCRIPTION DRUG PRODUCTS

3. The authority citation for 21 CFR
part 208 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 357, 360, 371, 374; 42 U.S.C.
262.

4. Amend § 208.20 by adding
paragraph (b)(7)(iii) to read as follows:

§208.20 Content and format of a
Medication Guide.
* * * * *

(b)* * =

(7) * Kk %

(iii) For drug products approved
under section 505 of the act, the
following verbatim statement: “Call your
doctor for medical advice about side
effects. You may report side effects to
FDA at 1-800-FDA-1088.”

* * * * *

5. Add part 209 to read as follows:

PART 209—REQUIREMENT FOR
AUTHORIZED DISPENSERS AND
PHARMACIES TO DISTRIBUTE A SIDE
EFFECTS STATEMENT

Subpart A—General Provisions

Sec.
209.1 Scope and purpose.
209.2 Definitions.

Subpart B—Requirements

209.10 Content and format of the side
effects statement.

209.11 Dispensing and distributing the
side effects statement.

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360, 371; 42 U.S.C. 241.

Subpart A—General Provisions
§209.1

(a) This part sets forth requirements
for human prescription drug products
approved under section 505 of the
Federal Food, Drug, and Cosmetic Act
and dispensed by authorized dispensers
and pharmacies to consumers. This part
requires distribution of a side effects
statement and applies to new and refill
prescriptions. This part is not intended
to apply to authorized dispensers
dispensing or administering
prescription drug products to inpatients
in a hospital or health care facility
under an order of a licensed
practitioner, or as part of supervised
home health care.

Scope and purpose.

(b) The purpose of providing the side
effects statement is to enable consumers
to report side effects of prescription
drug products to FDA.

§209.2 Definitions.

For the purposes of this part, the
following definitions apply:

Act means the Federal Food, Drug,
and Cosmetic Act (sections 201-907 (21
U.S.C. 301-397)).

Authorized dispenser means an
individual licensed, registered, or
otherwise permitted by the jurisdiction
in which the individual practices to
provide drug products on prescription
in the course of professional practice.

Consumer medication information
means written information voluntarily
provided to consumers by dispensing
pharmacists as part of patient
medication counseling activities.

Medication Guide means FDA-
approved patient labeling conforming to
the specifications set forth in part 208
of this chapter and other applicable
regulations.

Pharmacy includes, but is not limited
to, a retail, mail order, Internet, hospital,
university, or clinic pharmacy, or a
public health agency, regularly and
lawfully engaged in dispensing
prescription drugs.

Side effects statement means the
following verbatim statement: “Call your
doctor for medical advice about side
effects. You may report side effects to
FDA at 1-800-FDA-1088.”
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Subpart B—Requirements

§209.10 Content and format of the side
effects statement.

(a) Content. The side effects statement
provided with each prescription drug
product approved under section 505 of
the act must read: “Call your doctor for
medical advice about side effects. You
may report side effects to FDA at 1-800—
FDA-1088.”

(b) Format. The side effects statement
must be in a single, clear, easy-to-read
type style. The letter height or type size
used for the side effects statement in
accordance with paragraphs (b)(1) and
(b)(2) of § 209.11 must be no smaller
than 6 points (1 point = 0.0138 inches).
The letter height or type size for the side
effects statement under paragraphs
(b)(3), (b)(4), and (b)(5) of § 209.11 must
be no smaller than 10 points.

§209.11 Dispensing and distributing the
side effects statement.

(a) Each authorized dispenser or
pharmacy must distribute the side
effects statement with each prescription
drug product approved under section
505 of the act and dispensed. The side
effects statement must be distributed
with new and refill prescriptions.

(b) An authorized dispenser or
pharmacy must choose one or more of

the following options to distribute the
side effects statement:

(1) Distribute the side effects
statement on a sticker attached to the
unit package, vial, or container of the
drug product;

(2) Distribute the side effects
statement on a preprinted pharmacy
prescription vial cap;

(3) Distribute the side effects
statement on a separate sheet of paper;

(4) Distribute the side effects
statement in consumer medication
information; or

(5) Distribute the appropriate FDA-
approved Medication Guide that
contains the side effects statement.

Dated: December 30, 2004.
Mark B. McClellan,
Commissioner of Food and Drugs.

Dated: December 30, 2004.
Tommy G. Thompson,
Secretary of Health and Human Services.

Note: The following appendix will not
appear in the Code of Federal Regulations.

Appendix

IMS Health collects data on the quantity of
products purchased by retail and nonretail
pharmacies. Data may be reported three
ways, by “extended units”’ (EUs), “eaches”
(EAs), and “units” (UNs). IMS defines

“extended units” as the individual tablet or
capsule for solid dosage forms and the weight
or volume (i.e., grams or milliliters) for other
dosage forms, “eaches” as individual product
packages (e.g., a vial, bottle or packet of
pills), and “units” as individual shipping
packages. None of these definitions correlates
directly to the number of prescriptions
dispensed. However, comparing retail
prescription volume to the number of
products purchased by the sector provides a
rough estimate of the average number of EUs,
EAs or UNs per prescription. Applying these
three averages to the number of drug
products purchased by the nonretail
pharmacy sector yields rough estimates of the
number of prescriptions dispensed by these
outlets. Although uncertain, the range of
prescriptions derived by this method is used
to estimate the impact of the proposed rule
on the nonretail pharmacy sector. These
estimates were derived by FDA using IMS
data. Although they were reviewed by IMS,
they do not necessarily represent IMS views.
The agency requests comments from
nonretail outlets on its derivation of
prescription volume.

The number of prescriptions dispensed,
and the number of UNs, EAs and EUs
purchased for different types of retail
pharmacies are shown in Table A—1 of this
appendix. In addition, the average number of
products purchased per prescription
dispensed is calculated for each of the three
definitions of purchased products.

TABLE A—1.—NUMBER OF PRESCRIPTION DRUGS DISPENSED, NUMBER OF PHARMACEUTICAL PRODUCTS PURCHASED,
AND AVERAGE NUMBER OF PHARMACEUTICAL PRODUCTS PER PRESCRIPTION IN 2001 BY RETAIL CHANNEL

No. of Prescrip- No. of Products Purchased (million) Average No. of Products Purchased

; ipti i 1
Retail Channel tions Dispensed per Prescription Dispensed

(million) UNs EAs EUs UNs EAs EUs

Mail Order 163.51 275.47 459.75 | 24,451.36 1.68 2.81 149.54
Independents 778.68 519.59 860.84 | 67,534.84 0.67 1.11 86.73
Food Stores 426.52 755.80 1,031.86 | 156,898.89 1.77 242 367.86
Chain Stores? 1,715.60 2,159.40 3,089.18 | 265,991.78 1.26 1.80 155.04

Sources: IMS Health, National Prescription Audit Plus, Year 2001, data extracted June 2002; IMS Health, Retail Perspective, Year 2001, data

extracted June 2002.

1 Averages equal the number of UNs, EAs or EUs, divided by the number of prescriptions.
2Includes traditional chain stores and mass merchants.

Table A-2 of this appendix displays IMS
data for the number of UNs, EAs and EUs
shipped to each nonretail channel with
outpatient services. Data for clinics and
HMOs may include drugs administered to
inpatients of these facilities. For this
analysis, the agency conservatively assumes
that clinics and HMOs dispense all their
products to outpatients. Similar to clinics
and HMOs, hospital data include
pharmaceutical products purchased for both

outpatient and inpatient use. Unlike the
other health care facilities listed, hospitals
administer most drugs to inpatients. Thus the
data for hospitals are adjusted by the share
of revenue from outpatient services reported
in the 1997 Economic Census (Ref. 3).
Although most nonretail channels defined
by IMS Health agree closely with NAICS
codes, according to Census data, 9,720 offices
of health care practitioners reported revenue
from pharmaceutical products in 1997.

Because the number of products purchased
by these offices is minor compared to other
nonretail channels, they are not reported
separately in the IMS data and would be
included with data on other miscellaneous
outlets. Therefore, for this analysis, other
miscellaneous outlets are considered
equivalent to offices of health care
practitioners.
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TABLE A—2.—NUMBER OF PHARMACEUTICAL PRODUCTS PURCHASED BY NONRETAIL CHANNELS IN 20011
No. Purchased by Quantity Measure (million)
Nonretail Channel

UNs EAs EUs
Miscellaneous other, excluding prisons and universities 9.86 16.26 1,422.93
Clinics, including universities 121.78 342.24 10,444.36
HMOs 26.79 44.87 2,764.78
Federal and non-Federal hospitals 446.09 2,112.93 81,395.52
Hospitals adjusted by share of revenue from outpatient services2 118.11 559.46 21,551.76

1Source: IMS Health, Provider Perspective, Year 2001, data extracted June 2002.
2The weighted average share of revenue from outpatient services for NAICS 622 equals 26.5% (Ref. 3).

Three weighted averages were calculated
based on the retail sector data in Table A—
1 of this appendix and vary from 1.20 UNs
per prescription to 166.93 EU per
prescription (see Table A-3 of this

appendix). To derive an estimate of the
number of prescriptions dispensed by
nonretail channels, the weighted average
number of products per prescription shown
in Table A-3 of this appendix is applied to

the nonretail sector purchase data. This
yields estimates that range from
approximately 217 million to 546 million
prescriptions per year (Table A—4 of this
appendix).

TABLE A—3.—PER PRESCRIPTION WEIGHTED AVERAGE BY QUANTITY TYPE AND RETAIL CHANNEL?

Retail Channel

Share of Dispensed

Weighted Average No. Per Prescription
by Quantity Type

Prescriptions

UNs EAs EUs
Mail Order 5% 0.09 0.15 7.93
Independents 25% 0.17 0.28 21.90
Food Stores 14% 0.25 0.33 50.87
Chain Stores? 56% 0.70 1.00 86.24
Total Weighted Average 100% 1.20 1.76 166.93

Sources: IMS Health, National Prescription Audit Plus, Year 2001, data extracted June 2002, IMS Health, Retail Perspective, Year 2001, data

extracted June 2002.

1Each channel's weighted average equals the share of retail prescriptions for the channel, multiplied by the corresponding average in Table
A—1. The total weighted average for UNs, EAs, or EUs is the sum of the individual channel’'s weighted average in the column. Totals may not

sum or multiply due to rounding.

2|Includes traditional chain stores and mass merchants.

TABLE A—4.—ESTIMATED NUMBER OF OUTPATIENT PRESCRIPTIONS DISPENSED BY NONRETAIL CHANNELS

Estimated No. of Outpatient Prescriptions Dispensed (millions)
Nonretail Channel by NAICS Code
Based on UNs' Based on EAs? Based on EUs!
NAICS 6211, 6212 and 6213: Offices of Health

Care Practitioners? 8.2 9.2 8.5

NAICS 6214, except NAICS 621491: Out-
patient Care Centers, except HMOs3 101.2 194.0 62.6
NAICS 621491: HMO Medical Centers* 22.3 25.4 16.6
NAICS 622: Hospital Outpatient Services5 98.2 317.1 1291
Total 229.9 545.7 216.8

Sources: IMS Health, National Prescription Audit Plus, Year 2001, data extracted June 2002; IMS Health, Provider Perspective, Year 2001,

data extracted June 2002; IMS Health, Retail Perspective, Year 2001, data extracted June 2002.

1Weighted average quantity/script from Table A—3: UNs/Prescription = 1.20, EAs/Prescription = 1.76, EUs/Prescription = 166.93.
2 Corresponds to IMS data for miscellaneous-other, excluding prisons and universities.
3 Corresponds to IMS data for clinics including miscellaneous-universities.

4 Corresponds to IMS data for HMOs.

5Corresponds to IMS data for Federal and non-Federal hospitals adjusted for share of revenue from outpatient services.
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[FR Doc. 04-9069 Filed 4-21-04; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF AGRICULTURE

Forest Service

36 CFR Part 292
RIN 0596—-AC00
Sawtooth National Recreation Area—

Private Lands; Increasing Residential
Outbuilding Size

AGENCY: Forest Service, USDA.

ACTION: Proposed rule; request for
comment.

SUMMARY: The Forest Service proposes
to revise a building standard for
residential outbuildings within the
Sawtooth National Recreation Area in
Idaho. This proposed rule would
increase the allowable size for
residential outbuildings to 850 square
feet from the current 400-square-foot
standard and would limit such
outbuildings to one story not more than
22 feet in height. This revision would
allow residents to construct two-car
garages and increase indoor storage
areas to protect personal property and
equipment, thereby reducing the need
for unprotected and unsightly outdoor
storage. Public comment is invited and
will be considered in the development
of the final rule.

DATES: Comments must be received in
writing by June 21, 2004.

ADDRESSES: Send written comments by
mail to Sawtooth National Forest, Attn:
Private Land Regulations, Kimberly
Road East, Twin Falls, ID 83301; via e-
mail to mailroom_r4_sawtooth@fs.fed.us
with “Private Land Regulations” in the
subject line of the message; or via
facsimile to (208) 737—3236. Comments
also may be submitted via the World
Wide Web/Internet at http://
www.regulations.gov. All comments,
including names and addresses when
provided, are placed in the record and
are available for public inspection and
copying. The agency cannot confirm
receipt of comments. The public may
inspect comments received on this
proposed rule in the Office of Public
Affairs at the Sawtooth National Forest,
2647 Kimberly Road East, Twin Falls, ID
83301. Visitors are encouraged to call
ahead to (208) 737-3200 to facilitate
entry into the building.

FOR FURTHER INFORMATION CONTACT:
Jonathan Stephens, Recreation, Heritage,
and Wilderness Resources Staff, Forest
Service, USDA, (202) 205—-1701; or Ed
Waldapfel, Public Affairs Officer,

Sawtooth National Forest (208) 737—
3219.

SUPPLEMENTARY INFORMATION: The
Sawtooth National Recreation Area
(SNRA) in Idaho on the Sawtooth
National Forest was created when
Congress passed Public Law 92—400 in
1972 to assure the preservation and
protection of the natural, scenic,
historic, pastoral, and fish and wildife
values and the enhancement of
recreational values. The act directed the
Secretary of Agriculture to develop
regulations setting standards for the use,
subdivision, and development of
privately owned property within the
boundaries of the recreation area. The
current regulations at title 36 of the
Code of Federal Regulations, part 292,
subpart C (36 CFR part 292, subpart C),
were adopted in 1974 (39 FR 11544) and
were amended in 1976 and 1989 (41 FR
29379, 54 FR 3368). The act recognizes
that the Secretary may from time to time
amend these regulations. The SNRA
regulations at § 292.14(b) require that
any amendment to the regulations shall
include publication of a notice of a
proposed rulemaking in the Federal
Register to provide interested persons
the opportunity to comment before
adoption of a final rule.

The current SNRA regulations at
§292.16(e)(2)(ii) set out a residential
building standard providing that each
residence on private land within the
SNRA may have not more than two
outbuildings at an aggregate area not to
exceed 400 square feet.

The Forest Service is proposing to
increase this standard for the two
allowable outbuildings to 850 square
feet and to limit such outbuildings to
one story not more than 22 feet in
height. The agency previously received
numerous comments from the public
indicating that the current residential
outbuilding size standard is inadequate
and supporting the need to increase this
size standard. These comments were
received in response to the
environmental assessment prepared in
2000 for proposed revision of the
Sawtooth National Forest land and
resource management plan.

This proposed increase in the
standard for the maximum square
footage of the two allowable residential
outbuildings would allow the private
landowners to construct two-car garages
and increase indoor storage areas to
protect personal property and
equipment, thereby reducing the need
for unprotected and unsightly outdoor
storage. Public comment is invited and
will be considered in the development
of the final rule.

Regulatory Certifications

Regulatory Impact

This proposed rule has been reviewed
under USDA procedures and Executive
Order 12866 on Regulatory Planning
and Review. The Office of Management
and Budget (OMB) has determined that
this is not a significant rule. This
proposed rule would not have an annual
effect of $100 million or more on the
economy, nor adversely affect
productivity, competition, jobs, the
environment, public health or safety,
nor State or local Governments. This
proposed rule would not interfere with
an action taken or planned by another
agency, nor raise new legal or policy
issues. Finally, this proposed rule
would not alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients of such programs.
Accordingly, this proposed rule is not
subject to OMB review under Executive
Order 12866.

Proper Consideration of Small Entities

This proposed rule has been
considered in light of Executive Order
13272 regarding proper consideration of
small entities and the Small Business
Regulatory Enforcement Fairness Act of
1996 (SBREFA), which amended the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). It has been determined that this
proposed rule would not have a
significant economic impact on a
substantial number of small entities as
defined by SBREFA. This proposed rule
would impose minimal additional
requirements on the affected public,
which includes the owners of private
property and residences within the
Sawtooth National Recreational Area.
The proposed increase of the allowable
outbuilding size to 850 square feet is
responsive to comments already
received from the affected public stating
that the current allowable square footage
under the existing rule is inadequate.
These comments were received in
response to an environmental
assessment prepared in 2000 for the
proposed amendment of the Sawtooth
National Forest land and resource
management plan. The changes are
necessary to protect the public interest,
are not administratively burdensome or
costly to meet, and are well within the
capability of small entities to perform.

Environmental Impact

Section 31.1b of Forest Service
Handbook 1909.15 (57 FR 43180;
September 18, 1992) excludes from
documentation in an environmental
assessment or impact statement “rules,
regulations, or policies to establish
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Service-wide administrative procedures,
program processes, or instructions” that
do not significantly affect the quality of
the human environment. This proposed
rule would allow for larger residential
outbuildings on private lands within the
Sawtooth National Recreation Area. The
agency’s preliminary assessment is that
this proposed rule falls within this
category of actions and that no
extraordinary circumstances exist which
would require preparation of an
environmental assessment or
environmental impact statement.
Furthermore, public comments
indicating that the current 400-square-
foot limit is inadequate were previously
received in response to an
environmental assessment prepared in
2000 for the proposed amendment of the
Sawtooth National Forest land and
resource management plan. A final
determination will be made upon
adoption of a final rule.

No Takings Implications

This proposed rule has been analyzed
in accordance with the principles and
criteria contained in Executive Order
12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights, and it has
been determined that the proposed rule
does not pose the risk of a taking of
Constitutionally protected private

property.
Federalism

The agency has considered this
proposed rule under the requirements of
Executive Order 13132, Federalism, and
has concluded that the proposed rule
conforms with the federalism principles
set out in this Executive order; would
not impose any compliance costs on the
States; and would not have substantial
direct effects on the States or the
relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Therefore, the
agency has determined that no further
assessment of federalism implications is
necessary.

Consultation and Coordination with
Indian Tribal Governments

This proposed rule, which is
applicable only to private lands within
the Sawtooth National Recreation Area,
does not have tribal implications as
defined by Executive Order 13175,
Consultation and Coordination with
Indian Tribal Governments, and
therefore advance consultation with
tribes is not required.

Energy Effects

This proposed rule has been reviewed
under Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. It has been
determined that this proposed rule does
not constitute a significant energy action
as defined in the Executive order.

Controlling Paperwork Burdens on the
Public

This proposed rule does not contain
any additional record keeping or
reporting requirements or other
information collection requirements as
defined in 5 CFR part 1320 that are not
already required by law or not already
approved for use and, therefore,
imposes no additional paperwork
burden on the public. Accordingly, the
review provisions of the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.) and its implementing
regulations at 5 CFR part 1320 do not

apply.
Unfunded Mandates Reform

Pursuant to Title IT of the Unfunded
Mandates Reform Act of 1995, which
the President signed into law on March
22,1995, the Department has assessed
the effects of this proposed rule on
State, local, and tribal governments and
the private sector. This proposed rule
does not compel the expenditure of
$100 million or more by any State, local,
or tribal government or anyone in the
private sector. Therefore, a statement
under section 202 of the act is not
required.

Civil Justice Reform

This proposed rule has been reviewed
in accordance with Executive Order
12988, Civil Justice Reform. After
adoption of this rule as final, (1) all
State and local laws and regulations that
conflict with this rule or that would
impede full implementation of this rule
will be preempted; (2) no retroactive
effect would be given to this rule; and
(3) the Department would not require
the use of administrative proceedings
before parties could file suit in court
challenging its provisions.

List of Subjects in 36 CFR Part 292

Mineral resources, Recreation and
recreation areas.

Therefore, for the reasons set forth in
the preamble, the USDA, Forest Service,
proposes to amend 36 CFR part 292,
subpart C as follows:

PART 292—NATIONAL RECREATION
AREAS

Subpart C—Sawtooth National
Recreation Area—Private Lands

1. The authority citation for subpart C
continues to read as follows:

Authority: Sec. 4(a), Act of Aug. 22, 1972
(86 Stat. 613).

2. Amend § 292.16 by revising the
second sentence in paragraph (e)(2)(ii)
to read as follows:

§292.16 Standards.

* * * * *

(e)* * %
(2)* L

(ii) * * * Aggregrate square foot area
of outbuildings not to exceed 850 square
feet and to be limited to one story not
more than 22 feet in height.

* * * * *

Dated: April 8, 2004.
Sally Collins,
Associate Chief.
[FR Doc. 04-9102 Filed 4-21-04; 8:45 am]
BILLING CODE 3410-11-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[AZ 126-0074a; FRL-7650-2]

Revisions to the Arizona State
Implementation Plan, Arizona
Department of Environmental Quality

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve
revisions to the Arizona Department of
Environmental Quality (ADEQ) portion
of the Arizona State Implementation
Plan (SIP). These revisions concern
opacity standards related to particulate
matter (PM—-10) emissions from
industrial processes. We are proposing
to approve local rules that regulate these
emission sources under the Clean Air
Act as amended in 1990 (CAA or the
Act).

DATES: Any comments must arrive by
May 24, 2004.
ADDRESSES: Send comments to Andy
Steckel, Rulemaking Office Chief (AIR—
4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105, or e-
mail to steckel.andrew@epa.gov, or
submit comments at http://
www.regulations.gov.

You can inspect copies of the
submitted SIP revisions, EPA’s technical
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support document (TSD) and public

comments at our Region IX office during

normal business hours by appointment.

You may also see copies of the

submitted SIP revisions at the following

locations:

Air and Radiation Docket and
Information Center, U.S.
Environmental Protection Agency,
(Mail Code 6102T), Room B-102,
1301 Constitution Avenue, NW.,
Washington, DC 20460.

Arizona Department of Environmental
Quality, 3033 North Central Avenue,
Phoenix, AZ 85012.

A copy of the rules may also be
available via the Internet at http://

www.sosaz.com/public_services/
Title_18/18-02.htm. Please be advised
that this is not an EPA website and may
not contain the same version of the rule
that was submitted to EPA.

FOR FURTHER INFORMATION CONTACT: Al
Petersen, Rulemaking Office (AIR—4),
U.S. Environmental Protection Agency,
Region IX, (415) 947—4118,
petersen.alfred@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.
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1. The State’s Submittal
A. What Rules Did the State Submit?

Table 1 lists the rules we are
proposing to approve with the dates that
they were revised and submitted by the
ADEQ.

Local agency Rule No. Rule title Revised Submitted
ADEQ ............ R18-2-101 (paragraphs 41 and 111) | Definitions [“existing source” and “stationary source”] ..... 09/26/90 01/16/04
ADEQ ............ R18-2-702 ....oociieiiieeeeeeeeeee General Provisions [Visible EMISSIONS] .........cccccvvevneeennen. 08/08/03 01/16/04

On March 19, 2004, the submittal of
Rule R18-2-101 (paragraphs 41 and
111) and Rule R18-2-702 was found to
meet the completeness criteria in 40
CFR part 51 appendix V, which must be
met before formal EPA review.

B. Are There Other Versions of These
Rules?

We approved a version of Rule R18—
2-101 (paragraphs 41 and 111) into the
SIP on August 10, 1988 (53 FR 30220)
as Rule R9-3-101. We approved a
version of Rule R18-2-702 into the SIP
on April 23, 1982 (47 FR 17485) as Rule
R9-3-501.

On September 23, 2002 (67 FR 59456),
we published a full disapproval of
ADEQ Rule R18-2-702 as revised
locally on November 13, 1993 and
submitted on July 15, 1998. Offset
sanctions would start on April 24, 2004
if the deficiencies were not corrected.

C. What Is the Purpose of the Submitted
Rule Revisions?

Particulate matter (PM—10) harms
human health and the environment.
Section 110(a) of the CAA requires
states to submit regulations that control
PM-10 emissions. Rule R18-2-702
establishes general opacity requirements
that help control PM—10 emissions.

The purpose for the Rule R9-3-101
(paragraph 41) revision relative to the
SIP Rule R9—-3-101 (paragraph 62) is as
follows:

¢ To change the definition of
“existing source” from those
commencing construction or alteration
before May 14, 1979 to those which do
not have a New Source Performance
Standard (NSPS) for PM—10. Rule R18—

2-702 applies to “existing sources.”
This revised definition will ensure that
all existing sources not otherwise
subject to an opacity limit are covered
by Rule R18—-2-702. This includes many
more sources in the applicability of the
rule, so strengthens the SIP.

The purpose for the Rule R9-3-101
(paragraph 111) revision relative to the
SIP Rule R9—-3-101 (paragraph 158) is as
follows:

e To clarify the definition of
“stationary source” and, as a result, to
clarify the sources covered by Rule R18—
2-702. This revision will strengthen the
SIP by removing potential ambiguity.

The purpose for the Rule R18-2-702
revisions relative to the SIP Rule R9-3—
501 is to remedy deficiencies in the full
disapproval of the version revised on
November 18, 1993. See 67 FR 59456
(September 23, 2002). The deficiencies
cited [in brackets] and the remedies are
as follows:

e [The previous version of Rule R18—
2-702 relaxed the SIP by changing the
scope of the rule to apply to only
“existing sources.”’] The revised rule
cross-references the definition of
“existing source” in Rule R9-3-101(41)
which has been changed to “sources
without an NSPS.” This expands the
scope of the rule to include more than
100 existing sources and exempts only
those new sources already subject to
NSPS opacity standards. Therefore, both
new and existing sources are covered by
an opacity standard, and there is no
relaxation of the SIP in Rule R18-2-702.

e [The previous version of Rule R18—
2-702 included a 40% opacity standard
which EPA concluded does not meet the
requirements of RACM/RACT.] The

standard has been changed to 20%
opacity for stationary sources in
nonattainment and maintenance areas.
This standard fulfills the requirements
of RACM/RACT.

¢ [The previous version of Rule R18—
2-702 included inappropriate discretion
for the Director to relax the opacity
standard if the source complies with the
associated mass standard for the
source.] Revised Rule R18-2-702.E
requires that the ADEQ Director
approving an alternate opacity standard
submit the proposed alternate opacity
standard to EPA for approval. This will
assure that RACM/RACT and other SIP
requirements are fulfilled for such
revisions.

The TSD has more information about
these rules.

II. EPA’s Evaluation and Action
A. How Is EPA Evaluating the Rules?

Generally, SIP rules must be
enforceable (see section 110(a) of the
CAA), must require RACM, including
RACT, for significant source categories
in moderate PM—10 nonattainment areas
(see sections 172(c)(1) and 189(a)), and
must not relax existing requirements
(see sections 110(1) and 193). The area
regulated by the rule contains five
counties that are PM—10 moderate
nonattainment areas: Cochise County,
Santa Cruz County, Gila County,
Mohave County, and Yuma County.
Therefore, rules with emission
standards for these nonattainment areas
must meet the requirements of RACM/
RACT.

Documents that we used to help
evaluate enforceability and RACT
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requirements consistently include the
following:

¢ PM—-10 Guideline Document (EPA—
452/R-93-008).

B. Do the Rules Meet the Evaluation
Criteria?

We believe these rules are consistent
with the relevant policy and guidance
regarding enforceability, RACM/RACT,
and SIP relaxations. The TSD has more
information on our evaluation.

C. Public Comment and Final Action

Because EPA believes the submitted
rules fulfill all relevant requirements,
we are proposing to fully approve them
as described in section 110(k)(3) of the
CAA. We will accept comments from
the public on this proposal for the next
30 days. Unless we receive convincing
new information during the comment
period, we intend to publish a final
approval action that will incorporate
these rules into the federally enforceable
SIP.

III. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this proposed
action is not a “significant regulatory
action” and therefore is not subject to
review by the Office of Management and
Budget. For this reason, this action is
also not subject to Executive Order
13211, “Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This proposed action merely
proposes to approve state law as
meeting Federal requirements and
imposes no additional requirements
beyond those imposed by state law.
Accordingly, the Administrator certifies
that this proposed rule will not have a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). Because this rule
proposes to approve pre-existing
requirements under state law and does
not impose any additional enforceable
duty beyond that required by state law,
it does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1501 et seq.).

This proposed rule also does not have
tribal implications because it will not
have a substantial direct effect on one or
more Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This

action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
proposes to approve a state rule
implementing a Federal standard, and
does not alter the relationship or the
distribution of power and
responsibilities established in the Clean
Air Act. This proposed rule also is not
subject to Executive Order 13045
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),
because it is not economically
significant.

In reviewing SIP submissions, EPA’s
role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a SIP submission for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272) do not apply. This proposed rule
does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Particulate matter, Reporting and
recordkeeping requirements.

Dated: April 5, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.
[FR Doc. 04-9041 Filed 4—21-04; 8:45 am)]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[CA 218-0433b; FRL-7640-8]
Revisions to the California State

Implementation Plan, Kern County Air
Pollution Control District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve
revisions to the Kern County Air
Pollution Control District (KCAPCD)
portion of the California State
Implementation Plan (SIP). The
KCAPCD revisions concern stack
sampling, standards for granting
applications, and the emission of
particulate matter (PM—-10) from
agricultural burning and prescribed
burning. We are proposing to approve
local rules that administer regulations
and regulate emission sources under the
Clean Air Act as amended in 1990 (CAA
or the Act).

DATES: Any comments on this proposal
must arrive by May 24, 2004.

ADDRESSES: Mail or e-mail comments to
Andy Steckel, Rulemaking Office Chief
(AIR—4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105, or e-
mail to steckel.andrew@epa.gov, or
submit comments at http://
www.regulations.gov.

You can inspect a copy of the
submitted rule revisions and EPA’s
technical support documents (TSDs) at
our Region IX office during normal
business hours. You may also see a copy
of the submitted rule revisions and
TSDs at the following locations:

Air and Radiation Docket and
Information Center, U.S.
Environmental Protection Agency,
(Mail Code 6102T), Room B-102,
1301 Constitution Avenue, NW.,
Washington, DC 20460.

California Air Resources Board,
Stationary Source Division, Rule
Evaluation Section, 1001 “I”’ Street,
Sacramento, CA 95814.

Kern County Air Pollution Control
District, 2700 “M” Street, Suite 302,
Bakersfield, CA 93301.

A copy of the rule may also be
available via the Internet at http://
www.arb.ca.gov/drdb/drdbltxt.htm.
Please be advised that this is not an EPA
Web site and may not contain the same
version of the rule that was submitted
to EPA.

FOR FURTHER INFORMATION CONTACT: Al
Petersen, Rulemaking Office (AIR-4),
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U.S. Environmental Protection Agency,
Region IX, (415) 947-4118,
petersen.alfred@epa.gov.

SUPPLEMENTARY INFORMATION: This
proposal addresses the approval of local
KCAPCD Rules 108, 208, and 417. In the
Rules section of this Federal Register,
we are approving these local rules in a
direct final action without prior
proposal because we believe these SIP
revisions are not controversial. If we
receive adverse comments, however, we
will publish a timely withdrawal of the
direct final rule and address the
comments in subsequent action based
on this proposed rule. We do not plan
to open a second comment period, so
anyone interested in commenting
should do so at this time. If we do not
receive adverse comments, no further
activity is planned. For further
information, please see the direct final
action.

Dated: March 8, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.
[FR Doc. 04-9039 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 52 and 81
[CA 118—-PLANDb; FRL-7641-6]

Approval and Promulgation of
Implementation Plans, Finding of
Attainment, and Designation of Areas
for Air Quality Planning Purposes; 1-
Hour Ozone Standard, East Kern
County, California

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to find that
East Kern County, California, has
attained the 1-hour ozone National
Ambient Air Quality Standard
(NAAQS). EPA is proposing to approve
the East Kern County 1-hour ozone
maintenance plan and motor vehicle
emissions budgets as revisions to the
East Kern County portion of the
California State Implementation Plan
(SIP). Finally, EPA is proposing to
redesignate the East Kern County area to
attainment for the 1-hour ozone
NAAQS.

DATES: Any comments on this proposal
must arrive by May 24, 2004.
ADDRESSES: Send comments to Dave
Jesson (AIR-2), U.S. Environmental
Protection Agency, Region IX, 75
Hawthorne Street, San Francisco, CA

94105-3901, or e-mail to
jesson.david@epa.gov, or submit
comments at http://
www.regulations.gov.

You can inspect copies of the
submitted SIP revisions and public
comments at our Region IX office during
normal business hours by appointment.
You may also see copies of the
submitted SIP revisions by appointment
at the following locations:

California Air Resources Board, 1001 I
Street, Sacramento, CA 95814;

Kern County Air Pollution Control
District, 2700 M Street, Suite 302,
Bakersfield, CA 93301-2370.

FOR FURTHER INFORMATION CONTACT:
Dave Jesson, EPA Region IX, (415) 972—
3957, or jesson.david@epa.gov.

SUPPLEMENTARY INFORMATION: In
accordance with Clean Air Act (CAA)
section 181(b)(2)(A), we are proposing
to find that East Kern County,
California, has attained the 1-hour
ozone National Ambient Air Quality
Standard (NAAQS). We are proposing to
approve the East Kern County 1-hour
ozone maintenance plan as revisions to
the East Kern County portion of the
California State Implementation Plan
(SIP), under CAA sections 175A and
110(k)(3), and we are proposing to
approve the motor vehicle emissions
budgets in the maintenance plan under
CAA section 176(c)(2). Finally, we are
proposing to redesignate the East Kern
County area to attainment for the 1-hour
ozone NAAQS under CAA section
107(d)(3)(E).

In the rules and regulations section of
this Federal Register, we are making
this finding, approving the maintenance
plan and budgets, and redesignating the
East Kern County area to attainment for
the 1-hour ozone NAAQS in a direct
final action without prior proposal
because we believe that these actions
are not controversial. If we receive
adverse comments, however, we will
publish a timely withdrawal of the
direct final rule and address the
comments in subsequent action based
on this proposed rule.

We do not plan to open a second
comment period, so anyone interested
in commenting should do so at this
time. If we do not receive adverse
comments, no further activity is
planned. For further information, please
see the direct final action.

Dated: March 19, 2004.
Laura Yoshii,
Acting Regional Administrator, Region IX.
[FR Doc. 04—9037 Filed 4-21-04; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 261 and 262
[RCRA-2003-0014; FRL-7651-9]
RIN 2050-ZA02

Hazardous Waste Generator Program
Evaluation

AGENCY: Environmental Protection
Agency.

ACTION: Advanced notice of proposed
rulemaking .

SUMMARY: The Environmental Protection
Agency (EPA) is seeking information
from its stakeholders to evaluate the
effectiveness of the Resource
Conservation and Recovery Act’s
(RCRA’s) hazardous waste generator
regulatory program, as well as to
identify areas for potential
improvement. EPA, along with our State
partners, will evaluate the information
received in response to this notice to
determine whether changes to the
hazardous waste generator program are
appropriate. If changes to the program
are warranted, EPA will develop a
strategy for implementing revisions to
the hazardous waste generator program.
The goals of this effort are to foster
improved program effectiveness, a
pollution prevention stewardship
philosophy, and reduce compliance
cost, where practicable. The Agency’s
efforts to develop revisions to the
hazardous waste generator regulations
would be predicated upon resource
availability. The Agency also intends to
hold meetings with the public to discuss
this subject further, including the
identification of priority concerns and
potential solutions. A separate Federal
Register notice will announce these
meetings.

DATES: Comments must be submitted on
or before July 21, 2004.

ADDRESSES: Comments may be
submitted electronically, by mail, or
through hand delivery/courier. Send
your comments to: OSWER Docket, EPA
Docket Center, Environmental
Protection Agency, Mailcode: 5305T,
1200 Pennsylvania Ave., NW.,
Washington, DC 20460, Attention
Docket ID No. RCRA-2003-0014.
Follow the detailed instructions as
provided in Section I.B of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT: For
more information about this ANPRM,
see the Web at: www.epa.gov/epaoswer/
hazwaste/gener/init/index.htm. If you
do not have access to the Web, contact
the RCRA Call Center at 800 4249346
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or TDD 800 553-7672 (hearing
impaired). In the Washington, DC,
metropolitan area, call 703 412-9810 or
TDD 703 412-3323.

SUPPLEMENTARY INFORMATION:
1. General Information

A. How Can I Get Copies of This
Document and Other Related
Information ?

EPA has established an official public
docket for this action under Docket ID
No. RCRA-2003-0014. The official
public docket consists of the documents
specifically referenced in this action,
any public comments received, and
other information related to this action.
Although a part of the official docket,
the public docket does not include
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. The official public
docket is the collection of materials that
is available for public viewing at the
OSWER Docket in the EPA Docket
Center (EPA/DC), EPA West, Room
B102, 1301 Constitution Ave., NW.,
Washington, DC. The EPA Docket
Center Public Reading Room is open
from 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room is (202) 566—1744,
and the telephone number for the
OSWER Docket is (202) 566—0270.
Copies cost $0.15/page.

An electronic version of the public
docket is available through EPA’s
electronic public docket and comment
system, EPA Dockets. You may use EPA
Dockets at http://www.epa.gov/edocket/
to submit or view public comments,
access the index listing of the contents
of the official public docket, and to
access those documents in the public
docket that are available electronically.
Once in the system, select “search,”
then key in the appropriate docket
identification number.

Certain types of information will not
be placed in the EPA Docket.
Information claimed as CBI and other
information whose disclosure is
restricted by statute, which is not
included in the official public docket,
will not be available for public viewing
in EPA’s electronic public docket. EPA’s
policy is that copyrighted material will
not be placed in EPA’s electronic public
docket but will be available only in
printed, paper form in the official public
docket. Although not all docket
materials may be available
electronically, you may still access any
of the publicly available docket
materials through the docket facility
identified above.

For public commenters, it is
important to note that EPA’s policy is
that public comments, whether
submitted electronically or in paper,
will be made available for public
viewing in EPA’s electronic public
docket as EPA receives them and
without change, unless the comment
contains copyrighted material, CBI, or
other information whose disclosure is
restricted by statute. When EPA
identifies a comment containing
copyrighted material, EPA will provide
a reference to that material in the
version of the comment that is placed in
EPA'’s electronic public docket. The
entire printed comment, including the
copyrighted material, will be available
in the public docket.

Public comments submitted on
computer disks that are mailed or
delivered to the docket will be
transferred to EPA’s electronic public
docket. Public comments that are
mailed or delivered to the Docket will
be scanned and placed in EPA’s
electronic public docket. Where
practical, physical objects will be
photographed, and the photograph will
be placed in EPA’s electronic public
docket along with a brief description
written by the docket staff.

B. How and To Whom Do I Submit
Comments?

You may submit comments
electronically, by mail, or through hand
delivery/courier. To ensure proper
receipt by EPA, identify the appropriate
docket identification number in the
subject line on the first page of your
comment. Please ensure that your
comments are submitted within the
specified comment period. Comments
received after the close of the comment
period will be marked “late.” EPA is not
required to consider these late
comments. If you wish to submit CBI or
information that is otherwise protected
by statute, please follow the instructions
in Section I.C. Do not use EPA Dockets
or e-mail to submit CBI or information
protected by statute.

1. Electronically. If you submit an
electronic comment as prescribed
below, EPA recommends that you
include your name, mailing address,
and an e-mail address or other contact
information in the body of your
comment. Also include this contact
information on the outside of any disk
or CD-ROM you submit and in any
cover letter accompanying the disk or
CD-ROM. This ensures that you can be
identified as the submitter of the
comment and allows EPA to contact you
in case EPA cannot read your comment
due to technical difficulties or needs
further information on the substance of

your comment. EPA’s policy is that EPA
will not edit your comment, and any
identifying or contact information
provided in the body of a comment will
be included as part of the comment that
is placed in the official public docket
and made available in EPA’s electronic
public docket. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment.

Your use of EPA’s electronic public
docket to submit comments to EPA
electronically is EPA’s preferred method
for receiving comments. Go directly to
EPA Dockets at http://www.epa.gov/
edocket, and follow the online
instructions for submitting comments.
Once in the system, select “search,” and
then key in Docket ID No. RCRA-2003—
0014. The system is an “anonymous
access” system, which means EPA will
not know your identity, e-mail address,
or other contact information unless you
provide it in the body of your comment.

Comments may be sent by electronic
mail (e-mail) to: rcra-docket@epa.gov,
attention Docket ID No. RCRA-2003-
0014. In contrast to EPA’s electronic
public docket, EPA’s e-mail system is
not an “anonymous access’’ system. If
you send an e-mail comment directly to
the Docket without going through EPA’s
electronic public docket, EPA’s e-mail
system automatically captures your e-
mail address. E-mail addresses that are
captured automatically by EPA’s e-mail
system are included as part of the
comment that is placed in the official
public docket and made available in
EPA'’s electronic public docket.

You may submit comments on a disk
or CD-ROM that you mail to the mailing
address identified in Section I.A. These
electronic submissions will be accepted
in WordPerfect or ASCII file format.
Avoid the use of special characters and
any form of encryption.

2. By Mail. Send a copy of your
comments to: OSWER Docket, Mailcode
5202T, U.S. EPA, 1200 Pennsylvania
Ave., NW., Washington, DC 20460,
Attention Docket ID No. RCRA-2003—
0014.

3. By Hand Delivery or Courier.
Deliver your comments to: OSWER
Docket, EPA Docket Center, U.S. EPA,
1301 Constitution Ave, NW.,
Washington, DC, Attention Docket ID
No. RCRA-2003-0014. Such deliveries
only are accepted during the Docket’s
normal hours of operation as identified
in Section 1.A.

C. How Should I Submit CBI to the
Agency?

Do not submit information that you
consider to be CBI electronically
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through EPA’s electronic public docket
or by e-mail. Send or deliver
information identified as CBI only to the
following address: RCRA CBI Docket
Officer, U.S. EPA, Mailcode 5305W,
1200 Pennsylvania Ave, NW.,
Washington, DC 20460 , Attention
Docket ID No. RCRA-2003-0014. You
may claim information that you submit
to EPA as CBI by marking any part or
all of that information as CBI (if you
submit CBI on disk or CD-ROM, mark
the outside of the disk or CD-ROM as
CBI and then identify electronically
within the disk or CD-ROM the specific
information that you are claiming as
CBI). Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

In addition to one complete version of
the comment that includes any
information claimed as CBI, a copy of
the comment that does not contain the
information claimed as CBI must be
submitted for inclusion in the public
docket and EPA’s electronic public
docket. If you submit the copy that does
not contain CBI on disk or CD-ROM,
mark the outside of the disk or CD-ROM
clearly that it does not contain CBI.
Information not marked as CBI will be
included in the public docket and EPA’s
electronic public docket without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult the person identified in
the FOR FURTHER INFORMATION CONTACT
section.

D. What Should I Consider as I Prepare
My Comments for EPA?

You may find the following
suggestions helpful for preparing your
comments:

1. Explain your views as clearly as
possible.

2. Describe any assumptions that you
used.

3. Provide any technical information
and/or data you used that support your
views.

4. If you estimate potential burden or
costs, explain how you arrived at your
estimate.

5. Provide specific examples to
illustrate your concerns.

6. Offer alternatives; i.e., identify any
suggested alternative requirements
which could meet the rule objectives
and result in either reduced regulatory
burden, reduced compliance costs, or
increased environmental protection.

7. Make sure to submit your
comments by the comment period
deadline identified.

8. To ensure proper receipt by EPA,
identify the appropriate docket
identification number in the subject line
on the first page of your response. It also

would be helpful if you provided the
name, date, and Federal Register
citation related to your comments.

II. Statutory Authority

EPA is requesting information under
the authority of sections 2002, 3001—
3010, and 7004 of the Solid Waste
Disposal Act, as amended by the
Resource Conservation and Recovery
Act (RCRA), as amended by the
Hazardous and Solid Waste
Amendments of 1984 (HSWA), 42
U.S.C. 6912, 6921-6930, and 6974.

III. Background

In 1980, the Agency promulgated
regulations applicable to generators of
hazardous waste. These regulations
were amended in 1986 to address small
quantity generators and again in the late
1980’s and early 1990’s to address land
disposal restrictions and air emission
control requirements for generators,
respectively. These regulations are
found at 40 CFR 261.5 and 40 CFR part
262.1 These regulations establish
procedures and requirements for the
management of hazardous waste on-site
and off-site for both large and small
quantity generators (LQGs and SQGs), as
well as conditionally exempt small
quantity generators (CESQGs).

The implementation of the generator
regulations have played a major role in
ensuring that hazardous waste has been
properly managed. However, during the
twenty years since their
implementation, generators complying
with the regulations, and States
implementing the hazardous waste
program, have developed a great deal of
experience with this program. These
experiences have been both positive and
challenging. On the positive side, they
include thousands of generators
instituting programs that successfully
prevent spills and accidents and ensure
the safe management of hazardous
waste. They also include EPA and the
States developing effective training,
compliance and technical assistance
programs that support hazardous waste
generators. These successes, however,
have not come without challenges.
Stakeholders tell us that they find the
RCRA hazardous waste regulatory
program to be very complex. Some
generators believe the regulations are
confusing. This may be particularly true
for small businesses who often do not
have the in-house capabilities or
resources to devote to understanding
and complying with the hazardous
waste regulations. In other cases, EPA
has heard that some hazardous waste

1Note: Part 262 regulations lead the reader to

other regulations found in parts 265, 266 and 268.

generator regulations duplicate other
federal regulations. Some stakeholders,
conversely, are concerned that gaps may
exist in the current regulations that
could impede the safe management of
hazardous waste.

IV. Request for Information

With these concerns in mind, this
notice is seeking information that will
allow us to identify what is working
effectively with the current regulatory
program for hazardous waste generators,
as well as to identify those aspects of
the hazardous waste generator
regulatory program that can be
improved. The goals of improving our
generator regulatory program are to
foster improved program effectiveness,
foster a pollution prevention
stewardship philosophy, and reduce
regulatory compliance costs, where
practicable.

Using the comments received in
response to this notice, and information
collected in public meetings with
stakeholders, EPA, working with our
State partners, intends to determine
whether changes to the hazardous waste
generator program are appropriate. If so,
we will then develop a program
improvement strategy that focuses on
those actions that could most efficiently
and effectively improve the program. In
developing the strategy, we will take
into account the resources necessary
and available for implementing the
strategy.

Please note that this notice does not
in any way change the existing Federal
or State generator regulatory
requirements. EPA is only seeking input
on potential programmatic changes to
improve the program. If any regulatory
changes are proposed in the future, EPA
will follow the full notice and comment
process.

More specifically, EPA seeks input on
the following questions that are
organized by program theme. In
responding, please identify the
organization you represent (e.g.,
company, trade association, public
interest or citizen group, State
implementing agency, etc.).

1. Program effectiveness. From your
perspective, is the existing RCRA
hazardous waste generator regulatory
program meeting its goal of protecting
human health and the environment?
Have hazardous waste accidents been
prevented as a result of the hazardous
waste generator regulatory program? Has
the generation and disposal of
hazardous waste been minimized or
eliminated? Has the management of
hazardous waste become safer as a
result of this program? Are the
regulations easy to understand? Are
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they logically organized? Is it clear what

actions are needed to comply with the

regulations? Please identify the specific
regulations that are working effectively
by regulatory citation and explain the
reasons they are working. (Note: As
stated earlier, we are focusing on those
generator regulations in 40 CFR parts

261.5 and 262, and those management

requirements in 40 CFR part 265

referenced in those generator

regulations. We are not addressing
issues associated with the definition of
solid waste, hazardous waste
identification regulations associated
with listings and characteristics, or
export provisions.)

2. Program improvements. From your
perspective, what parts of the RCRA
hazardous waste generator regulatory
program can be improved and why?
Please identify the specific regulations
that are not working effectively by
regulatory citation and explain the
reasons they are not working. For
example, is the regulation unclear? Are
there multiple and/or inconsistent
interpretations that cause uncertainty?
Are you aware of any Agency
interpretations that appear inconsistent
with the regulatory wording? Is it clear
what actions are needed to comply? Are
there challenges or barriers that prevent
you from complying effectively or
efficiently with the regulations? Are
there regulations that create
unnecessary administrative burdens
without providing additional increases
in environmental protection? What
impact does this problem have on your
organization? Has your organization
experienced any unintended adverse
consequences as a result of complying
with the regulations?

What would you recommend as
solutions to the problems you identified
for the current regulatory program? How
would the program be improved by
addressing these problems? What
environmental or economic benefits
would be achieved? For example:
—Would the regulation(s) be more

efficient for purposes of compliance?

—Would implementation be easier?

—Would improved environmental
protection result?

—Would greater compliance be
achieved?

—What mechanism do you recommend
for solving the problem you
identified? Rule change? Policy or
technical compliance guidance? New
regulatory interpretations? Other
(information dissemination, training,
outreach, etc.)?

To help you answer these questions,
some areas that have been identified by
stakeholders in the past that could be
improved are listed below:

—Waste accumulation times for both
large and small quantity generators.
Should there be different regulatory
requirements for accumulating
hazardous wastes other than the
current specified time periods? If so,
why?

—Waste generation quantity thresholds
and counting rules for LQGs, SQGs,
and CESQGs.

—Episodic generator requirements; i.e.,
where the volume of hazardous waste
generated in any given month
fluctuates, for example due to
equipment maintenance, such that a
generator switches back and forth
between generator categories from
month to month. What requirements
apply to episodic generators, such as
submission of a Biennial Report,
preparation of Contingency Plans,
changes in training requirements,
etc.?

—Waste sampling and testing. When is
the use of grab sampling more
appropriate than representative
sampling? When is the use of
analytical testing more appropriate
than use of generator knowledge?

—Waste management standards for
LQGs, SQGs and CESQGs. Are the
regulations clear and effective?

—Satellite accumulation. What
activities are allowed and what
activities are prohibited within the
specific regulatory provisions of 40
CFR 262.34 (c)? What requirements
generators must comply with when
moving wastes between a satellite
accumulation area and a
consolidation area?

—Generator accumulation and
treatment in containers or tanks.
What constitutes a “closed”
container? What tank standards apply
to generators? What types of treatment
are allowed and not allowed in
containers or tanks; clarifying if
treatment is allowed in satellite
accumulation areas?

—Closure standards for generator
accumulation areas. What
requirements are generators
responsible for under 40 CFR 265.111
and 265.1147

—Co-generator requirements. Who must
comply with generator requirements
when a hazardous waste is generated
by a contractor working (e.g.,
providing maintenance services) at
the generator’s facility.

—RCRA identification numbers. Should
wastes from different locations be
allowed to be consolidated into one
reporting and/or identification
number? To what extent should a
RCRA ID number be tied to the site
definition?

—Waste minimization. Are there more
efficient and effective mechanisms
other than the hazardous waste
manifest for generators to certify that
they have a waste minimization
program in place? Are there options
that would not violate the RCRA
statute?

—Land disposal restriction
requirements applicable to generators.
Is applicability clear? What
notification requirements apply?
What are the different requirements
for listed vs. characteristic wastes?

3. Program redundancy. Are there
certain parts of the RCRA hazardous
waste generator regulatory program that
overlap, duplicate, or conflict with other
federal rules? Please provide the
specific regulatory citations to both the
RCRA regulations and the other federal
regulations and explain how they
overlap. If possible, please provide
copies of or citations to the other federal
agency guidance, policy documents, or
legal opinions you believe are of
concern. How would you suggest that
EPA resolve such conflicts?

4. Program innovations. Realizing that
most of the hazardous waste generator
regulatory program was promulgated
over 20 years ago, are there new
techniques or technologies that lend
themselves to improving the existing
regulatory framework in a more
systematic and efficient manner? Are
there new technologies that
substantially reduce or eliminate
hazardous waste generation? For
instance, many generator facilities have
adopted environmental management
systems (EMSs) to assist them in
complying with regulatory programs
and as a method to improving the
efficiency and effectiveness of their
environmental management operations.
How best can EPA facilitate the use of
EMSs and other management techniques
as vehicles to improve the hazardous
waste generator program? Similarly,
should EPA promote the research and
development of innovative technologies
to improve the management of
hazardous waste? If so, in what areas?
What would the potential benefits be to
the protection of human health and the
environment? What are the barriers
towards implementing innovative
processes that address hazardous waste
generation?

5. Performance Track Program. The
National Environmental Performance
Track (NEPT) is a voluntary program
that recognizes and rewards facilities for
beyond-compliance environmental
performance. For membership in NEPT,
facilities must apply and meet several
criteria. These include:
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—Adopting and implementing an
environmental management system
(EMS),

—Having a record of sustained
compliance with environmental
requirements,

—Demonstrating environmental
achievements and committing to
continued improvement in particular
environmental categories, and

—Engaging the public and
quantitatively reporting on their
environmental performance.

NEPT member facilities submit
annual reports that summarize their
progress in achieving their chosen
commitments in specific environmental
categories. This annual reporting, and
additional activities undertaken by
member facilities to engage the public,
allows a high level of Agency scrutiny
to continuously assess facility
performance. In addition, facilities are
accepted to Performance Track for a
period of three years. To continue
membership in the program after three
years, facilities must renew their
membership which includes developing
additional, ongoing commitments to
environmental performance
improvements.

The Agency believes that because of
the stringent qualification criteria and
ongoing performance assessment, NEPT
facilities should benefit from non-
regulatory and regulatory flexibility not
otherwise available to other generators
of hazardous waste. Therefore, what
RCRA generator requirements would be
appropriate for NEPT facilities? Are
there specific hazardous waste generator
regulatory requirements that could be
reduced, modified or eliminated for
Performance Track member facilities?

6. State programs. Are there any
specific State hazardous waste
regulations, interpretations, or
implementation programs that EPA
should review and evaluate for
improving and/or clarifying our
generator regulations? If so, please
provide copies of or citations to these
regulations, interpretations and
programs.

7. Compliance assistance. EPA wants
to help generators understand and
comply with the hazardous waste
generator regulations. Similarly, EPA
wants to provide the most effective
support to States and others who
provide compliance and technical
assistance to hazardous waste
generators. To this end, a great deal of
compliance assistance information and
links to additional resources are
available at www.epa.gov/compliance/
assistance.

EPA is interested in obtaining
comment on where we can be most

effective in this area. For example, have
you sought assistance from EPA in the
past? Did you receive the assistance you
needed? If not, why not? What types of
assistance (information, technical
assistance, training, etc.) could EPA
provide that would result in greater
compliance? How can the assistance be
provided cost-effectively? What, if any,
barriers to compliance could be
removed that would result in greater
compliance?

8. Measuring program performance
and environmental results. To measure
performance of the hazardous waste
generator program, EPA has in the past
relied on indices such as the number of
inspections and number of generators in
compliance with the regulations. From
your perspective, do other or better
indices exist that more accurately
measure program performance and
environmental results? If so, what are
they and what mechanisms, particularly
existing mechanisms, could EPA use to
collect these data? For example, would
measuring the number of hazardous
waste accidents occurring annually by
facility and nationally be a good
measure? By type of accident; i.e., spill
during transport (either within a facility
or between facilities), release from a
leaking container, fire, explosion? By
type of waste?

9. Burden reduction. EPA is also
seeking ways to reduce the record
keeping and reporting burden on
generators, while increasing our ability
to measure environmental results more
effectively. Over the last few years, EPA
initiatives have identified several areas,
such as the Biennial Reporting System
and the Land Disposal Restrictions
program, where record keeping and
reporting requirements can be
potentially reduced and still maintain
our ability to measure environmental
results. Are there other areas of the
hazardous waste generator regulatory
program where burden reduction can
occur and still allow EPA to measure
environmental results? Conversely, are
there specific record keeping and
reporting requirements that are
redundant, confusing, or very time-
consuming and costly that should be
reviewed and evaluated? Please identify
the specific regulations and reasons for
seeking this review.

10. Fostering pollution prevention and
recycling. EPA strongly believes that
source reduction and recycling practices
constituting legitimate/beneficial use of
secondary materials result in both cost
savings to industry and improved
environmental benefits. How can EPA
encourage generators to practice
pollution prevention and recycling? Are
there particular industrial sectors, waste

streams, or chemicals on which we
should focus our efforts? If so, why?
What barriers prevent you from
practicing pollution prevention and
recycling? What types of assistance
(research and development,
information, technical assistance,
training, incentives, etc.) could EPA
provide that would result in your
adopting pollution prevention practices
or recycling as part of your operation?

Similarly, the Agency is seeking
information from generators describing
successful pollution prevention and
recycling techniques, practices, or
processes that could be shared with and
transferred to other organizations. In
particular, EPA would be interested in
facilities identifying the following:
industrial sector; a description of the
pollution prevention or recycling
process, technology, or practice
implemented; the costs of
implementation; cost savings derived;
environmental benefits achieved, such
as reduction in air or water releases,
resources conserved or reused, and
reduction or elimination of hazardous
waste generated; and point of contact, if
possible.

11. Program Priorities. Realizing that
EPA will not be able to address all
stakeholder concerns immediately,
please identify the top three priority
projects you would like to see EPA
undertake in the near future. In
identifying these priorities, please
identify the environmental and/or
economic benefits of undertaking these
projects.

Finally, EPA intends to hold meetings
with the public to obtain additional
feedback on the above questions. Details
about the location and dates of these
meetings will be announced in a
Federal Register notice in the very near
future.

Dated: April 15, 2004.
Michael O. Leavitt,
Administrator.
[FR Doc. 04—9141 Filed 4—21-04; 8:45 am]
BILLING CODE 6560-50—P

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1842 through 1851

RIN 2700-AC87

Re-Issuance of NASA FAR Supplement
Subchapter G

AGENCY: National Aeronautics and
Space Administration.

ACTION: Proposed rule.
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SUMMARY: This proposed rule would
amend the NASA FAR Supplement
(NFS) by removing from the Code of
Federal Regulations (CFR) those
portions of the NFS containing
information that consists of internal
Agency administrative procedures and
guidance that does not control the
relationship between NASA and
contractors or prospective contractors.
This change is consistent with the
guidance and policy in FAR Part 1
regarding what comprises the Federal
Acquisition Regulations System and
requires publication for public
comment. The NFS document will
continue to contain both information
requiring codification in the CFR and
internal Agency guidance in a single
document that is available on the
Internet. This change will reduce the
administrative burden and time
associated with maintaining the NFS by
only publishing in the Federal Register
for codification in the CFR material that
is subject to public comment.

DATES: Comments should be submitted
on or before June 21, 2004, to be
considered in formulation of the final
rule.

ADDRESSES: Interested parties may
submit comments, identified by RIN
number 2700-AC87, via the Federal
eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments may also be submitted to
Celeste Dalton, NASA, Office of
Procurement, Contract Management
Division (Code HK), Washington, DC
20546. Comments can also be submitted
by e-mail to:
Celeste.M.Dalton@nasa.gov.

FOR FURTHER INFORMATION CONTACT:
Celeste Dalton, NASA, Office of
Procurement, Contract Management
Division (Code HK); (202) 358-1645; e-
mail: Celeste.M.Dalton@nasa.gov.
SUPPLEMENTARY INFORMATION:

A. Background

Currently the NASA FAR Supplement
(NFS) contains information to
implement or supplement the FAR. This
information contains NASA’s policies,
procedures, contract clauses,
solicitation provisions, and forms that
govern the contracting process or
otherwise control the relationship
between NASA and contractors or
prospective contractors. The NFS also
contains information that consists of
internal Agency administrative
procedures and guidance that does not
control the relationship between NASA
and contractors or prospective
contractors. Regardless of the nature of
the information, as a policy, NASA has

submitted to the Office of Information
and Regulatory Affairs (OIRA) within
the Office of Management and Budget
(OMB) and published in the Federal
Register all changes to the NFS. FAR
1.101 states in part that the “Federal
Acquisition Regulations System consists
of the Federal Acquisition Regulation
(FAR), which is the primary document,
and agency acquisition regulations that
implement or supplement the FAR. The
FAR System does not include internal
agency guidance of the type described
in 1.301(a)(2).” FAR 1.301(a)(2) states in
part “an agency head may issue or
authorize the issuance of internal
agency guidance at any organizational
level (e.g., designations and delegations
of authority, assignments of
responsibilities, work-flow procedures,
and internal reporting requirements).”
Further, FAR 1.303 states that issuances
under FAR 1.301(a)(2) need not be
published in the Federal Register.
Based on the foregoing, NASA is not
required to publish and codify internal
Agency guidance.

This proposed rule will modify the
existing practice by only publishing
those regulations which may have a
significant effect beyond the internal
operating procedures of the Agency or
have a significant cost or administrative
impact on contractors or offerors. The
NFS will continue to integrate into a
single document both regulations
subject to public comments and internal
Agency guidance and procedures that
do not require public comment. Those
portions of the NFS that require public
comment will continue to be amended
by publishing changes in the Federal
Register. NFS regulations that require
public comment are issued as chapter
18 of title 48, CFR. Changes to portions
of the regulations contained in the CFR,
along with changes to internal guidance
and procedures, will be incorporated
into the NASA-maintained Internet
version of the NFS through Procurement
Notices (PNs). The single official NASA-
maintained version of the NFS will
remain available on the Internet. NASA
personnel must comply with all
regulatory and internal guidance and
procedures contained in the NFS.

This change will result in savings in
terms of the number of rules subject to
publication in the Federal Register and
provide greater responsiveness to
internal administrative changes.

B. Regulatory Flexibility Act

This proposed rule is not expected to
have a significant economic impact on
a substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, ef seq.,
because this proposed rule would only

remove from the CFR information that is
considered internal Agency
administrative procedures and
guidance. The information removed
from the CFR will continue to be made
available to the public via the Internet.

C. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the changes do not
impose recordkeeping or information
collection requirements which require
the approval of the Office of
Management and Budget under 44
U.S.C. 3501, et seq.

List of Subjects in 48 CFR 1842 Through
1851

Government procurement.

Tom Luedtke,
Assistant Administrator for Procurement.

Accordingly, 48 CFR parts 1842
Through 1851 are proposed to be
amended as follows:

1. The authority citation for 48 CFR
parts 1842 through 1851 continues to
read as follows:

Authority: 42 U.S.C. 2473(c)(1).

PART 1842—CONTRACT
ADMINISTRATION AND AUDIT
SERVICES

2. Amend Part 1842 by—

(a) Removing Subpart 1842.1, sections
1842.202, 1842.202-70, 184 2.270,
Subparts 1842.3,1842.5,1842.7, 1842.8,
1842.12, 1842.13, 1842.14, and 1842.15;

1842.7201 [Amended]

(b) In section 1842.7201, removing
and reserving paragraph (a) and
removing paragraphs (b)(3) through
(b)(5) and paragraph (c); and

(c) Removing Subpart 1842.73 and
section 1842.7401.

PART 1843—CONTRACT
ADMINISTRATION

Subpart 1843.70 [Removed]

3. Amend Part 1843 by removing
Subpart 1843.70.

PART 1844—SUBCONTRACTING
POLICIES AND PROCEDURES

4. Amend Part 1844 by removing
sections 1844.201, 1844.201-1,
1844.202, 1844.202-1, and Subpart
1844.3.

PART 1845—GOVERNMENT
PROPERTY

5. Amend Part 1845 by—

(a) Removing sections 1845.102,
1845.102-70, 1845.102—-71, 1845.104,
1845.106;
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(b) In section 1845.106—70(e),
removing “Office of the Headquarters
Office of Management Systems and
Facilities (Code JLG)” and adding
“Division of the Headquarters Office of
Infrastructure and Management (Code
OJG)” in its place;

(c) Removing section 1845.106-71,
Subpart 1845.3, and sections 1845.402,
1845.403;

(d) In section 1845.405—70, removing
paragraphs (b), (c), and (d);

(e) Removing sections 1845.406, and
1845.406-70;

(f) In section 1845.407, removing
paragraph (a);

(g) Removing sections 1845.606,
1845.606—1;

(h) In section 1845.607—170, removing
and reserving paragraphs (b) and (c);

(i) Removing sections 1845.608,
1845.608-1, 1845.608—6, and 1845.610—
3;

(j) In section 1845.610—4, removing
“NPG 4300.1”” and adding “NPR 4300.1,
NASA Personal Property Disposal
Procedures and Guidelines” in its place;

(k) Removing sections 1845.613,
1845.615, and Subpart 1845.70;

(1) Removing and reserving sections
1845.7201, 1845.7202, 1845.7203,
1845.7204, 1845.7205, 1845.7206,
1845.7206-1, 1845.7206-2, 1845.7207,
1845.7208, 1845.7208-1, 1845.7208-2,
1845.7209-1, and 1845.7209-2;

(m) In section 1845.7210-1, removing
and reserving paragraphs (a), (b), and
(d); and

(n) Removing section 1845.7210-2.

PART 1846—QUALITY ASSURANCE

6. Amend Part 1846 by—

(a) Removing sections 1846.000, and
1846.401;

(b) In section 1846.670-1,

(i) Deleting “assurance (CQA)” at the
end of paragraph (a); and

(ii) In the introductory text of
paragraph (b), removing “CQA” and
adding “contract quality assurance
(CQA)” in its place;

(c) In the first sentence of the
introductory text of section 1846.672—4,
removing “or” and adding “of” in its
place; and

(d) Removing Subpart 1846.7.

PART 1847—TRANSPORTATION

7. Amend Part 1847 by removing
Subpart 1847.2, sections 1847.304,
1847.304-3, 1847.304-370, 1847.305—
10, 1847.305—13, and Subpart 1847.5.

PART 1848—VALUE ENGINEERING

8. Remove and reserve Part 1848.

PART 1849—TERMINATION OF
CONTRACTS

Subpart 1849.1—[Amended]

9. Amend Part 1849 by removing
Subpart 1849.1.

PART 1850—EXTRAORDINARY
CONTRACTUAL ACTIONS

10. Amend Part 1850 by—

(a) Removing Subparts 1850.2 and
1850.3;

(b) In section 1850.403-1,
redesignating paragraph (a) as paragraph
(b) and adding a new paragraph (a); and

(c) Removing sections 1850.403-2 and
1850.470.

The new paragraph (a) to section
1850.403—1 reads as follows:

1850.403-1 Indemnification requests.
(a) Contractor indemnification
requests must be submitted to the
cognizant contracting officer for the
contract for which the indemnification
clause is requested. Contractors shall
submit a single request and shall ensure
that duplicate requests are not
submitted by associate divisions,
subsidiaries, or central offices of the
contractor.
* * * * *

PART 1851—USE OF GOVERNMENT
SOURCES BY CONTRACTORS

11. Amend Part 1851 by removing
section 1851.102, paragraph (c) of
section 1851.102-70, and section
1851.202.

[FR Doc. 04-9013 Filed 4—-21-04; 8:45 am)]
BILLING CODE 7510-01-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR PART 14
RIN 1018—-AT59

Conferring Designated Port Status on
Houston, Texas; Louisville, Kentucky;
and Memphis, Tennessee

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Proposed rule; notice of
hearings.

SUMMARY: We, the U.S. Fish and
Wildlife Service, propose to make
Houston, Texas; Louisville, Kentucky;
and Memphis, Tennessee, designated
ports under section 9(f) of the
Endangered Species Act of 1973 (ESA).
This action would allow the direct
importation and exportation of wildlife

and wildlife products through these
growing international ports. We are
proposing to amend the regulations in
50 CFR Part 14 to reflect this
designation. We will hold public
hearings to collect comments on this
change. We also seek written comments
from the public.

DATES: Submit comments on or before
May 24, 2004. See the Supplementary
Information section for information on
the public hearing dates and the dates
by which you must request approval to
participate in these hearings.
ADDRESSES: Comments and materials
concerning this proposed rule should be
sent to: Special Agent in Charge, Branch
of Investigations, U.S. Fish and Wildlife
Service, Office of Law Enforcement,
4401 North Fairfax Drive, MS 3000,
Arlington, Virginia 22203. Comments
and materials may be hand-delivered to
the U.S. Fish and Wildlife Service, 4501
North Fairfax Drive, Suite 3000,
Arlington, Virginia, between the hours
of 8 a.m. and 4 p.m., Monday through
Friday. For the locations of the public
hearings and information on presenting
oral or written comments, see the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
Gregory Jackson, Special Agent in
Charge, Branch of Investigations, U.S.
Fish and Wildlife Service, Office of Law
Enforcement, at (703) 358—1949.
SUPPLEMENTARY INFORMATION:

Background

The ESA requires that all fish and
wildlife, with only limited exceptions,
be imported and exported through
designated ports. Designated ports
facilitate U.S. efforts to monitor wildlife
trade and enforce wildlife protection
laws and regulations by funneling
wildlife shipments through a limited
number of locations. The Secretary of
the Interior, with approval of the
Secretary of the Treasury, designates
ports for wildlife trade by regulation
after holding a public hearing and
collecting and considering public
comments. The Service selects
designated ports based upon numerous
criteria, such as volume of wildlife
shipments, geographic diversity,
frequency of requests for designated
port exception permits, and the
proximity to existing ports of entry. The
Service presently has 14 designated
ports of entry for the importation and
exportation of wildlife and wildlife
products: Anchorage, Alaska; Atlanta,
Georgia; Baltimore, Maryland; Boston,
Massachusetts; Chicago, Illinois; Dallas/
Fort Worth, Texas; Honolulu, Hawaii;
Los Angeles, California; Miami, Florida;
New Orleans, Louisiana; New York,
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New York; Portland, Oregon; San
Francisco, California; and Seattle,
Washington. The Service maintains a
staff of wildlife inspectors at each
designated port to inspect and clear
wildlife shipments.

Regulatory exceptions allow certain
types of wildlife shipments to enter or
leave the country through ports which
are not designated. Under certain
conditions, importers and exporters can
obtain a permit from the Service, called
a designated port exception permit, that
allows their use of non-designated ports.
The importer or exporter will be
responsible for additional fees
associated with the designated port
exception permit ($25) and the
inspection of their wildlife shipment at
a non-designated port.

Need for Proposed Rulemaking

Existing and projected increases in air
and express cargo, along with
substantial growth in the number of
airline passengers, international visitors,
and hunters seeking clearance of
wildlife imports and exports, justify the
proposed designation of the ports of
Houston, Louisville, and Memphis. The
designation of these ports will improve
service, while reducing costs, for
international air and ocean cargo and
mail carriers, small businesses, and the
public, while maintaining effective
monitoring and regulation of the U.S.
wildlife trade.

In the Fiscal Year 2004 budget
appropriation for the Service’s Office of
Law Enforcement, monies were
appropriated by Congress in the amount
of $700,000 each for the purpose of
establishing the designated ports of
Louisville and Memphis. The Service
has not received an appropriation from
Congress to designate the port of
Houston. However, the designation of
Houston has been under discussion for
some time. At present, the Service has
three wildlife inspectors on duty in
Houston, which fulfills the staffing
requirement that the Service has
established for a designated port in
funding and staffing models. Therefore,
the designation of Houston would
amount to changing the status of an
existing Service port and would not
require start-up costs as would be the
case in Louisville and Memphis.

Houston is one of the fastest growing
ports of entry in the nation in both
international airfreight and shipping.
The three airports comprising the
Houston Airport System handled
42,016,609 passengers and 330,701 tons
of cargo in 2002. International air cargo
tonnage at George Bush Intercontinental
increased by more than 62 percent in
the past 10 years with a 10 percent per

year increase in the past 5 years.
Houston is the primary air cargo
gateway to and from Mexico, and the
Houston sea port handles 81 steamship
lines with 6,414 vessel calls, hauling
175,000,000 tons of cargo between
Houston and 200 countries worldwide
in 2002. The Port of Houston ranks first
in the United States in tonnage
imported, and third in tonnage
exported. Houston also has an extensive
designated Foreign Trade Zone.

Service records indicate that a wide
variety of wildlife and wildlife products
are imported and exported through
Houston under designated port
exception permits. These wildlife and
wildlife products include game
trophies, reptile leather goods, scientific
and museum specimens, live tropical
fish, and curios. The number of
designated port exception permits
issued for the port of Houston suggests
that demand for the use of this port is
high. In addition, the number of import/
export licenses issued to companies in
the State of Texas has nearly doubled
since 2001. Doubtless, many of these
companies are doing business in or near
the Houston area and would benefit
from the designation of this port.

At present, the designated ports of
entry for wildlife and wildlife products
nearest to Houston are Dallas/Fort
Worth, Texas (approximately 239 miles)
and New Orleans, Louisiana
(approximately 347 miles). In the 2003
Fiscal Year, 4,434 wildlife shipments
were processed in Dallas/Forth Worth
and 659 wildlife shipments were
processed in New Orleans. We estimate
that a significant fraction of this volume
will be shipped directly to Houston for
Service inspection and clearance upon
its designation, resulting in considerable
savings in shipping time and costs.
Currently, importations or exportations
of wildlife or wildlife products arriving
in Houston without Service clearance
must be either shipped in-bond, under
U.S. Bureau of Customs and Border
Protection (CBP) authority, to
designated ports of entry for Service
inspection and clearance, or must be
accompanied by a designated port
exception permit that authorizes Service
inspection and clearance in Houston.
Designated port exception permits for
Houston are issued on a regular basis
since the Service does have three
wildlife inspectors on duty at that
location. However, either alternative
creates delays and increased costs to
businesses.

In Louisville, the presence of the
United Parcel Service (UPS) hub at the
Louisville International Airport makes
Louisville the 6th largest handler of air
cargo in the world. In 2002, UPS at

Louisville handled 3,360,155,981 1bs. of
air cargo in 3.5 million shipments,
including approximately 665,000 CBP
import entries. In addition, the port of
Louisville had 34,354 CBP entries for
other importations and waterborne
cargo at the Louisville Container Freight
Port separate from the UPS facility.

At present, the designated ports of
entry for wildlife and wildlife products
nearest to Louisville are Chicago,
Illinois (approximately 297 miles) and
Atlanta, Georgia (approximately 421
miles). In the 2003 Fiscal Year, 5,434
wildlife shipments were processed in
Chicago and 2,020 wildlife shipments
were processed in Atlanta. In addition,
11,800 wildlife shipments were
processed in Anchorage, which is the
Pacific rim first port of landing for UPS.
We estimate that a significant fraction of
this volume will be shipped directly to
Louisville for Service inspection and
clearance upon its designation, resulting
in considerable savings in shipping time
and costs. Currently, importations or
exportations of wildlife or wildlife
products arriving in Louisville without
Service clearance must be shipped in-
bond, under CBP authority, to
designated ports of entry for Service
inspection and clearance, thereby
creating delays and increased costs to
businesses. Designated port exception
permits for Louisville are issued on an
extremely limited basis since the
Service does not currently have staff at
that location, and issuing these permits
can only be done subject to the
availability of Service staff from other
ports to conduct inspections.

In Memphis, the presence of the
Federal Express (FedEx) headquarters
and Superhub makes Memphis
International Airport the world’s largest
processor of international airfreight,
handling 2.63 million metric tons in
2001, more than Los Angeles or Hong
Kong. FedEx’s global network spans
over 210 countries, and 121,000
international shipments pass through
the Memphis hub each day. More than
130 foreign-owned firms from 22
countries employing over 17,000
workers have relocated to Memphis in
the past 20 years. In addition, Memphis
is home to both rail and waterborne
freight imports and exports, with a CBP
port of entry for such cargo. In 2001, the
International Port of Memphis handled
16,907,000 tons of cargo. Memphis is
served by five Class 1 railroads, which
operate approximately 220 freight trains
daily through the city.

At present, the designated ports of
entry for wildlife and wildlife products
nearest to Memphis are New Orleans,
Louisiana (approximately 402 miles),
Dallas, Texas (approximately 452 miles),
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and Atlanta, Georgia (approximately 463
miles). In the 2003 Fiscal Year, 659
wildlife shipments were processed in
New Orleans, 4,434 wildlife shipments
were processed in Dallas, and 2,020
wildlife shipments were processed in
Atlanta. In addition, 11,800 wildlife
shipments were processed in
Anchorage, which is the Pacific rim first
port of landing for FedEx. We estimate
that a significant percentage of this
volume will be shipped directly to
Memphis for Service inspection and
clearance upon its designation, resulting
in considerable savings in shipping time
and costs. Currently, importations or
exportations of wildlife or wildlife
products arriving in Memphis without
Service clearance must be shipped in-
bond, under CBP authority, to
designated ports of entry for Service
inspection and clearance, thereby
creating delays and increased costs to
businesses. Designated port exception
permits for Memphis are issued on an
extremely limited basis since the
Service has only one special agent at
that location whose responsibilities
extend far beyond the port. While there
are 18 CBP inspectors and 10 U.S.
Department of Agriculture Inspectors in
Memphis, the absence of Service
inspectors increases the likelihood that
illegal wildlife shipments are imported
or exported through Memphis impacting
both the United States’ ability to fulfill
treaty obligations under the Convention
on International Trade in Endangered
Species (CITES) and creating an avenue
for the introduction of injurious or
invasive species into the nation. Prior to
September 11, 2001, CBP inspectors in
Memphis initiated about 156 wildlife-
related seizures per year, mostly
consisting of reptile leather goods. The
single Service agent stationed in
Memphis is responsible for criminal
investigations in all of West Tennessee
and therefore has very little time to
devote to import/export matters.
However, by spending minimal time at
the FedEx air facility, he routinely
makes about 40 seizures of illegally
imported wildlife or wildlife products
annually. Designated port status for
Memphis will expedite the processing
of wildlife shipments, which is
financially advantageous for Memphis’
and the region’s carriers, importers, and
exporters, while interdicting the illegal
international import and export trade in
wildlife and wildlife products.

In summary, the Service proposes that
the ports of Houston, Louisville, and
Memphis receive designated port status.
The justification for this proposal is
based primarily on past and projected
increases in the import and export of

wildlife or wildlife products through
these ports. If this proposed rule is
finalized, the result will be to ease the
financial and administrative burden on
companies and individuals seeking to
import or export wildlife or wildlife
products through the ports of Houston,
Louisville and Memphis. If this
proposed rule is finalized, the list of
designated ports will be alphabetized by
city name.

Notice of Public Hearings

Section 9(f) of the ESA, 16 U.S.C.
1538(f)(1), requires that the public be
given an opportunity to comment at a
public hearing before the Secretary of
the Interior confers designated port
status on any port. Under the ESA, the
Service has scheduled the following
public hearings:

Houston, Texas: A public hearing will
be held on June 10, 2004, at 6 p.m. The
hearing will be held at the U.S. Fish and
Wildlife Service conference room
located at 16639 W. Hardy, Houston,
Texas, 77060, telephone number (281)
876—1520. All interested persons
wishing to present oral or written
comments at this hearing should request
approval in writing by May 24, 2004.
The address for requesting approval is:
Resident Agent in Charge, U.S. Fish and
Wildlife Service, 16639 W. Hardy,
Houston, Texas, 77060. If they desire,
persons requesting approval may submit
a written copy of their proposed oral
comments.

Louisville, Kentucky: A public hearing
will be held on July 8, 2004, at 3 p.m.
The hearing will be held at: Louisville
Bar Center, Seminar Room, 600 West
Main Street, Louisville, Kentucky.
Persons may enter this facility from both
the Main Street and the 6th Street
entrance. The Louisville Bar Association
does not allow media coverage in their
facility. All interested persons wishing
to present oral or written comments at
this hearing should request approval in
writing by June 17, 2004. The address
for requesting approval is: Resident
Agent in Charge, U.S. Fish and Wildlife
Service, 220 Great Circle Road, Suite
150, Nashville, Tennessee, 37228. If
they desire, persons requesting approval
may submit a written copy of their
proposed oral comments.

Memphis, Tennessee:A public hearing
will be held on July 1, 2004, at 6 p.m.
The hearing will be held at: Memphis
Regional Chamber, 22 North Front
Street, Suite 200, Conference Room,
Memphis, Tennessee. All interested
persons wishing to present oral or
written comments at this hearing should
request approval in writing by June 10,
2004. The address for requesting
approval is: Resident Agent in Charge,

U.S. Fish and Wildlife Service, 220
Great Circle Road, Suite 150, Nashville,
Tennessee, 37228. If they desire,
persons requesting approval may submit
a written copy of their proposed oral
comments.

Public Comments Requested

We intend that any final action
resulting from this proposed rule be as
accurate and effective as possible.
Therefore, we request comments or
suggestions from the public, other
concerned government agencies, the
scientific community, industry, or any
other interested party concerning this
proposed rule.

Our practice is to make all comments,
including names and home addresses of
respondents, available for public review
during regular business hours.
Individual respondents may request that
we withhold their home address from
the rulemaking record, which we will
honor to the extent allowable by law. In
some circumstances, we would
withhold from the rulemaking record a
respondent’s identity, as allowable by
law. If you wish for us to withhold your
name and/or address, you must state
this prominently at the beginning of
your comments. However, we will not
consider anonymous comments. We
will make all submissions from
organizations or businesses, and from
individuals identifying themselves as
representatives or officials of
organizations or businesses, available
for public inspection in their entirety.

Clarity of the Rule

Executive Order 12866 requires each
agency to write regulations and notices
that are easy to understand. We invite
your comments on how to make
proposed rules easier to understand,
including answers to questions such as
the following: (1) Are the requirements
in the proposed rule clearly stated? (2)
Does the proposed rule contain
technical language or jargon that
interferes with the clarity? (3) Does the
format of the proposed rule (grouping
and order of sections, use of headings,
paragraphing, etc.) aid or reduce its
clarity? (4) Is the description of the
proposed rule in the “Supplementary
Information” section of the preamble
helpful in understanding the proposed
rule? (5) What else could we do to make
the proposed rule easier to understand?
Send a copy of any comments that
concern how we could make this
proposed rule easier to understand to:
Office of Regulatory Affairs, Department
of the Interior, Room 7229, 1849 C
Street, NW., Washington, DC 20240.
You may e-mail your comments to this
address: Execsec@ios.doi.gov.
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Required Determinations

Executive Order 12866 (Regulatory
Planning and Review)

This proposed rule has not been
reviewed by the Office of Management
and Budget (OMB) under Executive
Order 12866. Under the criteria in
Executive Order 12866, this proposed
rule is not a significant regulatory
action.

a. This proposed rule will not have an
annual economic effect of $100 million
or adversely affect an economic sector,
productivity, jobs, the environment, or
other units of government. A cost-
benefit and economic analysis is not
required.

The purpose of this proposed rule is
to confer designated port status on
Houston, Louisville, and Memphis.
Changing the status of these ports will
have very little or no adverse effect on
the economic sector, productivity, jobs
or the environment, or other units of
government. This proposed rule is
intended to decrease the administrative
and financial burden on wildlife
importers and exporters by allowing
them to use the ports of Houston,
Louisville, and Memphis for all varieties
of wildlife shipments. This proposed
rule provides a significant benefit to
those businesses that import or export
wildlife or wildlife products by
allowing the inspection of shipments in
Houston, Louisville, and Memphis, and
will result in a savings for the importer
or exporter in both time and the expense
of shipping to a designated port for
Service inspection and clearance.

b. This proposed rule will not create
inconsistencies with other agencies’
actions.

The Service is the lead agency
regulating wildlife trade through the
declaration process, the issuance of
permits to conduct activities affecting
wildlife and their habitats, and carrying
out the United States’ obligations under
CITES. Therefore, this proposed rule has
no effect on other agencies’
responsibilities and will not create
inconsistencies with other agencies’
actions.

c. This proposed rule will not
materially affect entitlements, grants,
user fees, loan programs, or the rights
and obligations of their recipients.

This proposed rule will not materially
affect entitlements, grants, loan
programs, or the rights and obligations
of their recipients. This proposed rule
will, however, affect user fees. User fees
will be decreased or cancelled
depending on whether the import or
export of wildlife or wildlife products is
for commercial purposes. For example,
in establishing Houston as a designated

port, which is currently staffed with
three wildlife inspectors, commercial
importers and exporters will save a
minimum of $40 per shipment and
noncommercial importers and exporters
will save a minimum of $95 per
shipment. In establishing Memphis and
Louisville as designated ports, which
are not currently staffed with wildlife
inspectors, commercial importers and
exporters will save all costs associated
with inspections and clearance, such as
travel, salary, and per diem, and
noncommercial importers and exporters
will save the $55 administrative fee plus
all costs associated with inspections and
clearance. In addition, establishing
Houston, Louisville, and Memphis as
designated ports will also save all
importers and exporters the $25
designated port exception permit fee.

d. This proposed rule will not raise
novel legal or policy issues.

This proposed rule will not raise
novel legal or policy issues because it is
based upon specific language in the ESA
and the Code of Federal Regulations
which has been applied numerous times
to various ports around the country.

Regulatory Flexibility Act (5 U.S.C. 601
et seq.)

The Department of the Interior has
determined that this proposed rule will
not have a significant economic effect
on a substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.).

Most of the businesses that engage in
commerce by importing or exporting
wildlife or wildlife products would be
considered small businesses as defined
under the Regulatory Flexibility Act.
This proposed rule is intended to ease
the financial and administrative burden
on companies and individuals seeking
to import or export wildlife or wildlife
products through the ports of Houston,
Louisville, and Memphis. This burden
will be eased through the reduction or
elimination of user fees, and the
elimination of the need for designated
port exception permits. In addition, the
designation of these ports will provide
small entities with opportunities for
additional brokerage, freight forwarding,
and related services to accommodate the
increased volume of imports and
exports of wildlife and wildlife products
through these ports.

Small Business Regulatory Enforcement
Fairness Act (5 U.S.C. 804(2)

This proposed rule is not a major rule
under 5 U.S.C. 804(2), the Small
Business Regulatory Enforcement
Fairness Act.

a. This proposed rule does not have
an annual effect on the economy of $100
million or more.

This proposed rule will not increase
costs for small entities. The ports of
Houston, Louisville, and Memphis
cannot currently clear imports when the
shipper requests Service clearance at
those ports but, these shipments must
continue under CBP bond to a
designated port. Upon the designation
of Houston, Louisville and Memphis,
the elimination of costs associated with
shipping under CBP bond to a
designated port should amount to a
substantial savings for importers and
exporters of wildlife or wildlife
products. In addition, the designation of
these ports will provide small entities
with opportunities for additional
brokerage, freight forwarding, and
related services to accommodate the
increased volume of imports and
exports of wildlife and wildlife products
through these ports.

b. This proposed rule will not cause
a major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions.

This proposed rule is intended to ease
the financial and administrative burden
on companies and individuals seeking
to import or export wildlife or wildlife
products through the ports of Houston,
Louisville, and Memphis, thereby
decreasing costs or prices for consumers
or individual businesses.

c. This proposed rule does not have
significant negative effects on
competition, employment, investment,
productivity, innovation, or the ability
of U.S.-based companies to compete
with foreign-based companies.

This proposed rule is intended to ease
the financial and administrative burden
on companies and individuals seeking
to import or export wildlife or wildlife
products through the ports of Houston,
Louisville, and Memphis, thereby
promoting competition, employment,
and investment, and increasing the
ability of U.S.-based enterprises to
compete with foreign-based enterprises.

Unfunded Mandates Reform Act (2
U.S.C. 1501 et seq.)

Under the Unfunded Mandates
Reform Act (2 U.S.C. 1501 et seq.), this
rule, as proposed, will not “significantly
or uniquely” affect small governments.

a. This proposed rule will not
significantly or uniquely affect small
governments. A Small Government
Agency Plan is not required.

We are the lead agency for carrying
out regulations that govern and monitor
the importation and exportation of
wildlife and wildlife products.



21810

Federal Register/Vol. 69, No. 78/ Thursday, April 22, 2004 /Proposed Rules

Therefore this proposed rule has no
effect on small government’s
responsibilities.

b. This proposed rule will not
produce a Federal requirement that may
result in the combined expenditure by
State, local, or tribal governments of
$100 million or greater in any year, so
it is not a “significant regulatory action”
under the Unfunded Mandates Reform
Act.

Executive Order 12630 (Takings)

Under Executive Order 12630, this
proposed rule does not have significant
takings implications. Under Executive
Order 12630, this proposed rule does
not affect any constitutionally protected
property rights. This proposed rule will
not result in the physical occupancy of
property, the physical invasion of
property, or the regulatory taking of any
property. A takings implication
assessment is not required. The purpose
of this proposed rule is to confer
designated port status on the ports of
Houston, Louisville, and Memphis. The
result will be easing the financial and
administrative burden on the public by
eliminating the need for non-designated
port permits, and decreasing or
eliminating the administrative fees
associated with shipment inspections.
Therefore, this proposed rule does not
have significant takings implications.

Executive Order 13132 (Federalism)

Under Executive Order 13132, this
proposed rule does not have significant
Federalism effects. A Federalism
evaluation is not required. This
proposed rule will not have a
substantial direct effect on the States, on
the relationship between the Federal
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

Executive Order 12988 (Civil Justice
Reform)

Under Executive Order 12988, the
Office of the Solicitor has determined
that this proposed rule does not overly
burden the judicial system and meets
the requirements of sections 3(a) and
3(b)(2) of the Order. Specifically, this
proposed rule has been reviewed to
eliminate errors and ensure clarity, has
been written to minimize lawsuits,
provides a clear legal standard for
affected actions, and specifies in clear
language the effect on existing Federal
law or regulation.

Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.)

This proposed rule does not contain
any information collection requirements
that require approval by the Office of
Management and Budget under the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq.

National Environmental Policy Act

This proposed rule has been analyzed
under the criteria of the National
Environmental Policy Act and 318 DM
2.2 (g) and 6.3 (D). This proposed rule
does not amount to a major Federal
action significantly affecting the quality
of the human environment. An
environmental impact statement/
evaluation is not required. This
proposed rule is categorically excluded
from further National Environmental
Policy Act requirements, under part 516
of the Departmental Manual, Chapter 2,
Appendix 1.10.

Executive Order 13175 (Tribal
Consultation) and 512 DM 2
(Government-to-Government
Relationship With Tribes)

Under the President’s memorandum
of April 29, 1994, “Government-to-
Government Relations with Native
American Tribal Governments” (59 FR
22951), Executive Order 13175, and 512
DM 2, we have evaluated possible
effects on Federally recognized Indian
tribes and have determined that there
are no effects. Individual tribal members
are subject to the same regulatory
requirements as other individuals who
engage in the import and export of
wildlife or wildlife products.

Executive Order 13211 (Energy Supply,
Distribution, or Use)

On May 18, 2001, the President issued
Executive Order 13211 on regulations
that significantly affect energy supply,
distribution, and use. Executive Order
13211 requires agencies to prepare
Statements of Energy Effects when
undertaking certain actions. The
purpose of this proposed rule is to
confer designated port status on the
ports of Houston, Louisville, and
Memphis. This proposed rule is not a
significant regulatory action under
Executive Order 12866 and it is not
expected to significantly affect energy
supplies, distribution, and use.
Therefore, this action is a not a
significant energy action and no
Statement of Energy Effects is required.

Endangered Species Act

A determination has been made under
Section 7 of the ESA that the proposed
revision of Part 14 will not affect
federally listed species.

Author

The originator of this proposed rule is
Mark Phillips, Office of Law
Enforcement, U.S. Fish and Wildlife
Service, Washington, D.C.

List of Subjects in 50 CFR Part 14

Animal Welfare, Exports, Fish,
Imports, Labeling, Reporting and
recordkeeping requirements,
Transportation, Wildlife.

Proposed Regulation Promulgation

For the reasons described above, we
propose to amend part 14, subchapter B
of Chapter 1, title 50 of the Code of
Federal Regulations as set forth below.

PART 14—IMPORTATION,
EXPORTATION, AND
TRANSPORTATION OF WILDLIFE

1. The authority citation for part 14
continues to read as follows:

Authority: 16 U.S.C. 668, 704, 712, 1382,
1538(d)—(f), 1540(f), 3371-3378, 4223—4244,
and 4901-4916; 18 U.S.C. 42; 31 U.S.C. 9701.

2. Revise § 14.12 to read as follows:

§14.12 Designated ports.

The following ports of entry are
designated for the importation and
exportation of wildlife and wildlife
products and are referred to hereafter as
“designated ports:”

(a) Anchorage, Alaska.

b) Atlanta, Georgia.

c¢) Baltimore, Maryland.

d) Boston, Massachusetts.

e) Chicago, Illinois.

f) Dallas/Fort Worth, Texas.
g) Honolulu, Hawaii.

h) Houston, Texas.

i) Los Angeles, California.

j) Louisville, Kentucky.

k) Memphis, Tennessee.

1) Miami, Florida.

m) New Orleans, Louisiana.
n) New York , New York.

o) Portland, Oregon.

p) San Francisco, California.
q) Seattle, Washington.

Dated: April 12, 2004.
Craig Manson,

Assistant Secretary for Fish and Wildlife and
Parks.

[FR Doc. 04—9181 Filed 4—21-04; 8:45 am]
BILLING CODE 4310-55-P
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DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service
[FV-04-337]

Request for New Information
Collection

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Notice and request for comment.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35), this notice
announces the Agricultural Marketing
Service’s (AMS’s) intention to request
approval for the “Qualified Through
Verification” Program (QTV)
information collection.

DATES: Comments may be submitted on
or before June 21, 2004.

ADDRESSES: Submit comments to:
Branch Chief, Processed Products
Branch, Fruit and Vegetable Programs,
Agricultural Marketing Service, U.S.
Department of Agriculture, STOP 0247,
1400 Independence Avenue SW.,
Washington, DC 20250-0247; fax (202)
690-1527.

FOR FURTHER INFORMATION CONTACT:
Contact Mr. Terry B. Bane at the same
address and fax number above, or e-mail
terry.bane@usda.gov.

SUPPLEMENTARY INFORMATION: QTV is a
voluntary HACCP-based program
serving only the fresh-cut fruit and
vegetable processing industry. The
regulations in 7 CFR Part 52 provide for
voluntary facility assessment programs
that are paid for entirely by the user
(user-fee) to verify their ability to
produce wholesome food. QTV does not
relieve participants from enforcement
by the FDA or from under other
applicable programs.

USDA published in the Federal
Register on September 4, 1998 (63 FR
47220) a notice regarding the QTV
program and asked for public comment.
The comment period closed November

3, 1998. AMS received 28 comments
from a wide range of sources, including
trade associations, academia, members
of Congress, state and local government
agencies, and manufacturers.

Comments received addressed both
implementation of the program as well
as technical details of the program’s
operation. The majority of the
recommendations raised by the
comments were incorporated into the
program.

Title: “Qualified Through
Verification” Program (QTV).

OMB Number: 0581-XXXX.

Expiration Date of Approval: 3 years
from the date of OMB approval.

Type of Request: New collection.

Abstract: The Agricultural Marketing
Act of 1946 (7 U.S.C. 1621 et seq.)
(AMA) directs and authorizes the
Department of Agriculture (USDA) to
develop standards of quality, grades,
grading programs, and voluntary
services under the regulations, e.g.,
contract and specification acceptance
services, facility assessment services
and certifications of quantity and
quality.

To provide programs and services,
section 203(h) of the AMA directs and
authorizes the Secretary of Agriculture
to provide contract and specification
acceptance services, facility assessment
and other services under such rules and
regulations as the Secretary may
prescribe, including assessment and
collection of fees for the cost of the
service.

The QTV program is a voluntary
program. Respondents need to request
the service in writing, providing their
processing information. In accordance
with the AMA, the Agency will examine
and verify the provided information and
based on the information collected,
assess and collect a fee from the
respondent for the cost of the service.
The information is collected to carry out
the intent of the AMA, and is used only
to provide the respondents the service
they have requested, and to administer
the program. This information is used
only by authorized representatives of
the USDA (AMS, Fruit and Vegetable
Programs’ national staff; regional
directors and their staffs; Area Officers-
in Charge and their staffs; and resident
Federal graders).

The participant’s use of appropriate
automated, electronic or mechanical
information collection methods is based

on established industry standards and
the sophistication of the processor’s
systems.

Affected public may include any
partnership, association, business trust,
corporation, organized group, and State,
County or Municipal government, and
any authorized agent that has a financial
interest in the commodity involved.

Following the QTV program
procedures, the respondent must
provide processing information in
writing to request service.

Estimate of Burden: Public reporting
burden for this collection of information
is estimated to average 0.68 hours per
response.

Respondents: Applicants who are
applying to participate in the Qualified
Through Verification (QTV) Program.

Estimated Number of Respondents:
20.

Estimated Number of Responses per
Respondent: 469.

Estimated Total Annual Burden on
Respondents: 6,372.

Comments are invited on: (1) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information will have
practical utility; (2) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.
Comments may be sent to Mr. Terry B.
Bane, Processed Products Branch, Fruit
and Vegetable Programs, Agricultural
Marketing Service, U.S. Department of
Agriculture, STOP 0247, 1400
Independence Ave. SW., Washington,
DC 20250-0247; faxed to (202) 690—
1087; or e-mailed to
terry.bane@usda.gov.

All comments received will be
available for public inspection during
regular business hours at the same
address. All responses to this notice will
be summarized and included in the
request for OMB approval. All
comments will become a matter of
public record.
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Authority: 7 U.S.C. 1621-1627.
Dated: April 19, 2004.
A.]. Yates,

Administrator, Agricultural Marketing
Service.

[FR Doc. 04—9158 Filed 4—21-04; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

[Docket Number FV-04—-306]

United States Standards for Grades of
Watermelons

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Notice.

SUMMARY: The Agricultural Marketing
Service (AMS), prior to undertaking
research and other work associated with
revising an official grade standard, is
soliciting comments on a petition to
revise the United States Standards for
Grades of Watermelons. AMS has
received a petition from the National
Watermelon Association (NWA)
requesting a definition for seedless
watermelons be added to the standard.
Additionally, the petition included a
request to add a variance to the size
requirements.

DATES: Comments must be received by
June 21, 2004.

ADDRESSES: Interested persons are
invited to submit written comments to
the Standardization Section, Fresh
Products Branch, Fruit and Vegetable
Programs, Agricultural Marketing
Service, U.S. Department of Agriculture,
1400 Independence Ave., SW., Room
1661 South Building, Stop 0240,
Washington, DC 20250-0240; Fax (202)
720-8871, E-mail
FPB.DocketClerk@usda.gov or you may
also send your comments by the
electronic process available at Federal
eRulemaking portal at http://
www.regulations.gov. Comments should
make reference to the dates and page
number of this issue of the Federal
Register and will be made available for
public inspection in the above office
during regular business hours.

FOR FURTHER INFORMATION CONTACT:
David L. Priester, at the above address
or call (202) 720-2185; E-mail
David.Priester@usda.gov.

SUPPLEMENTARY INFORMATION:

Background

AMS received a petition from the
NWA requesting a revision to the
United States Standards for Grades of
Watermelons. These standards were last

revised in 1978. The petitioner is
requesting that USDA add the following
definition: “Seedless Watermelons” are
watermelons which have 16 or less
mature seeds, not to include pips/
caplets, on the face of the melon which
has been cut into four equal sections
(one lengthwise cut and one crosswise
cut). Additionally, the petitioner is
requesting the size requirements be
revised. Currently the size requirements
states, “When the size of the watermelon
is stated in terms of average weight,
unless otherwise specified, the melons
in any lot averaging less than 30 pounds
(13.6 kgs.) shall not vary more than 3
pounds (1.4 kgs.) below the stated
average, and the melons in any lot
averaging 30 pounds (13.6 kgs.) or more
shall not vary more than 5 pounds (2.3
kgs.) below the stated average.” The
petitioner is requesting the size
requirement be revised to allow for
watermelons to vary 3 pounds above or
below the average. Therefore, the size
requirement would state, “When the size
of the watermelons is stated in terms of
average weight, unless otherwise
specified, the melons in any lot
averaging less than 30 pounds (13.6
kgs.) shall not vary more than 3 pounds
(1.4 kgs.) above or below the stated
average, and the melons in any lot
averaging 30 pounds (13.6 kgs.) or more
shall not vary more than 5 pounds (2.3
kgs.) below the stated average.”

Agricultural Marketing Service

Prior to undertaking detailed wo